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Table LT1OS_TSTS01: Overall survival by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1 Endpunktkategorie: Mortalität 

1.1 Subgruppenanalysen zum Gesamtüberleben (OS) 

1.1.1 Merkmal Alter 

 Overall survival by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 35 (53,8) 
95%-CI [41,0-66,3] 
Overall survival in months [95%-CI]  
Median 10,32[6,11-12,09] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [73,0-91,3] 
Month 6 64,9 [51,8-75,4] 
Month 12 37,5 [23,5-51,4] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS01: Overall survival by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 33 (55,9) 
95%-CI [42,4-68,8] 
Overall survival in months [95%-CI]  
Median 9,92[5,88-11,56] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,3 [63,3-85,2] 
Month 6 63,6 [49,7-74,5] 
Month 12 31,7 [17,0-47,5] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS01: Overall survival by subgroup: Age group 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 

 Overall survival by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 9 (42,9) 
95%-CI [21,8-66,0] 
Overall survival in months [95%-CI]  
Median 7,36[4,63-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [60,4-94,9] 
Month 6 70,0 [45,1-85,3] 
Month 12 49,0 [23,9-70,1] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS02: Overall survival by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.2 Merkmal: Geschlecht 

 Overall survival by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 25 (41,7) 
95%-CI [29,1-55,1] 
Overall survival in months [95%-CI]  
Median 11,47[7,36-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [78,9-95,3] 
Month 6 75,4 [61,9-84,6] 
Month 12 41,7 [23,9-58,6] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS02: Overall survival by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 52 (61,2) 
95%-CI [50,0-71,6] 
Overall survival in months [95%-CI]  
Median 6,93[5,42-10,78] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [64,3-82,9] 
Month 6 57,9 [46,6-67,7] 
Month 12 31,1 [19,6-43,2] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS03: Overall survival by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.3 Merkmal: Ethnie 

 Overall survival by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 72 (55,4) 
95%-CI [46,4-64,1] 
Overall survival in months [95%-CI]  
Median 8,64[6,34-10,97] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [71,7-85,7] 
Month 6 62,5 [53,3-70,3] 
Month 12 30,8 [20,6-41,6] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS03: Overall survival by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
Overall survival in months [95%-CI]  
Median NE[6,34-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 86,7 [56,4-96,5] 
Month 12 70,0 [37,9-87,8] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS04: Overall survival by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.4 Merkmal: Region-1 

 Overall survival by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 30 (50,8) 
95%-CI [37,5-64,1] 
Overall survival in months [95%-CI]  
Median 10,32[6,47-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [72,1-91,5] 
Month 6 71,7 [57,9-81,6] 
Month 12 39,7 [24,4-54,7] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS04: Overall survival by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 17 (54,8) 
95%-CI [36,0-72,7] 
Overall survival in months [95%-CI]  
Median 10,12[5,82-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [61,9-90,8] 
Month 6 67,3 [47,7-80,9] 
Month 12 33,8 [14,9-53,9] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS04: Overall survival by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 28 (52,8) 
95%-CI [38,6-66,7] 
Overall survival in months [95%-CI]  
Median 7,75[4,76-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [65,7-87,9] 
Month 6 56,6 [41,8-69,0] 
Month 12 33,5 [16,6-51,3] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS05: Overall survival by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.5 Merkmal: Region-2 

 Overall survival by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 30 (50,8) 
95%-CI [37,5-64,1] 
Overall survival in months [95%-CI]  
Median 10,32[6,47-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [72,1-91,5] 
Month 6 71,7 [57,9-81,6] 
Month 12 39,7 [24,4-54,7] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS05: Overall survival by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 47 (54,7) 
95%-CI [43,5-65,4] 
Overall survival in months [95%-CI]  
Median 9,46[5,82-11,56] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [68,9-86,3] 
Month 6 60,5 [49,1-70,1] 
Month 12 33,0 [20,5-46,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS06: Overall survival by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 Overall survival by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
Overall survival in months [95%-CI]  
Median 11,47[2,56-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 80,0 [40,9-94,6] 
Month 12 40,0 [6,0-74,2] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS06: Overall survival by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 13 (56,5) 
95%-CI [34,5-76,8] 
Overall survival in months [95%-CI]  
Median 10,78[5,09-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [64,8-95,6] 
Month 6 72,9 [49,3-86,9] 
Month 12 38,6 [17,1-59,9] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS06: Overall survival by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
Overall survival in months [95%-CI]  
Median NE[5,09-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [58,7-94,6] 
Month 6 73,0 [46,7-87,8] 
Month 12 62,6 [32,4-82,3] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS06: Overall survival by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 54 (58,1) 
95%-CI [47,4-68,2] 
Overall survival in months [95%-CI]  
Median 6,93[5,82-10,12] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [68,1-85,3] 
Month 6 59,6 [48,7-69,0] 
Month 12 27,4 [15,0-41,4] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS06: Overall survival by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.7 Merkmal: Bulky Erkrankung 

 Overall survival by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 69 (50,4) 
95%-CI [41,7-59,0] 
Overall survival in months [95%-CI]  
Median 10,32[7,06-11,56] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [76,4-89,0] 
Month 6 68,9 [60,2-76,1] 
Month 12 37,9 [27,5-48,2] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS08: Overall survival by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.8 Merkmal: Double/Triple-Hit 

 Overall survival by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 7 (46,7) 
95%-CI [21,3-73,4] 
Overall survival in months [95%-CI]  
Median 10,32[1,84-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [43,6-89,1] 
Month 6 57,1 [27,5-78,5] 
Month 12 42,9 [13,3-70,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS08: Overall survival by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 70 (53,8) 
95%-CI [44,9-62,6] 
Overall survival in months [95%-CI]  
Median 9,92[6,74-11,47] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [74,3-87,7] 
Month 6 65,8 [56,8-73,4] 
Month 12 35,6 [25,3-46,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS09: Overall survival by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.9 Merkmal: Transformation des DLBCL 

 Overall survival by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 17 (58,6) 
95%-CI [38,9-76,5] 
Overall survival in months [95%-CI]  
Median 9,46[6,14-12,09] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [63,4-92,4] 
Month 6 75,9 [55,9-87,7] 
Month 12 31,6 [12,2-53,1] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS09: Overall survival by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 60 (51,7) 
95%-CI [42,3-61,1] 
Overall survival in months [95%-CI]  
Median 10,12[6,34-11,56] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [72,3-86,9] 
Month 6 62,2 [52,4-70,5] 
Month 12 37,0 [26,0-48,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS10: Overall survival by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Overall survival by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 25 (52,1) 
95%-CI [37,2-66,7] 
Overall survival in months [95%-CI]  
Median 11,47[7,06-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [73,8-94,1] 
Month 6 74,3 [59,2-84,5] 
Month 12 40,2 [24,1-55,7] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS10: Overall survival by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 10 (43,5) 
95%-CI [23,2-65,5] 
Overall survival in months [95%-CI]  
Median 10,12[5,09-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [68,8-97,7] 
Month 6 71,8 [47,5-86,3] 
Month 12 42,4 [17,1-66,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS11: Overall survival by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.11 Merkmal: Maximaler längster Durchmesser 

 Overall survival by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 36 (43,9) 
95%-CI [33,0-55,3] 
Overall survival in months [95%-CI]  
Median 10,97[7,75-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [78,3-93,2] 
Month 6 74,7 [63,5-82,9] 
Month 12 45,5 [31,1-58,8] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS11: Overall survival by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 21 (58,3) 
95%-CI [40,8-74,5] 
Overall survival in months [95%-CI]  
Median 9,46[5,82-11,93] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [62,6-89,9] 
Month 6 62,5 [44,3-76,2] 
Month 12 28,0 [11,8-46,8] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS11: Overall survival by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 7 (70,0) 
95%-CI [34,8-93,3] 
Overall survival in months [95%-CI]  
Median 4,70[0,36-11,47] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 42,0 [10,7-71,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1OS_TSTS11: Overall survival by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 13 (100,0) 
95%-CI [75,3-100,0] 
Overall survival in months [95%-CI]  
Median 2,73[0,76-4,76] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,2 [19,2-69,6] 
Month 6 15,4 [2,5-38,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1OS_TSTS12: Overall survival by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.12 Merkmal: Primärdiagnose 

 Overall survival by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 70 (55,1) 
95%-CI [46,0-63,9] 
Overall survival in months [95%-CI]  
Median 9,46[6,74-11,24] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [72,8-86,7] 
Month 6 65,8 [56,6-73,5] 
Month 12 33,7 [23,5-44,1] 
Month 18 NE 
Month 24 NE 



Sobi Page 42 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1OS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:47:28 

 
Table LT1OS_TSTS12: Overall survival by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
Overall survival in months [95%-CI]  
Median NE[1,84-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [37,1-90,3] 
Month 6 53,0 [20,9-77,3] 
Month 12 53,0 [20,9-77,3] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS13: Overall survival by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 Overall survival by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 29 (46,0) 
95%-CI [33,4-59,1] 
Overall survival in months [95%-CI]  
Median 11,24[6,74-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [65,4-86,2] 
Month 6 71,1 [58,1-80,7] 
Month 12 46,2 [31,2-60,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS13: Overall survival by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 21 (60,0) 
95%-CI [42,1-76,1] 
Overall survival in months [95%-CI]  
Median 7,46[5,82-10,97] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [75,1-97,1] 
Month 6 63,0 [43,9-77,1] 
Month 12 21,5 [6,1-42,9] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS13: Overall survival by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 27 (57,4) 
95%-CI [42,2-71,7] 
Overall survival in months [95%-CI]  
Median 7,06[4,76-11,47] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [63,5-87,7] 
Month 6 58,1 [42,4-70,9] 
Month 12 31,4 [16,1-47,9] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS14: Overall survival by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 Overall survival by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 49 (49,5) 
95%-CI [39,3-59,7] 
Overall survival in months [95%-CI]  
Median 10,12[7,06-12,09] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [74,5-89,6] 
Month 6 69,4 [59,0-77,7] 
Month 12 39,3 [27,0-51,3] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS14: Overall survival by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 21 (72,4) 
95%-CI [52,8-87,3] 
Overall survival in months [95%-CI]  
Median 5,82[2,43-11,24] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,1 [42,1-76,9] 
Month 6 48,3 [29,5-64,8] 
Month 12 20,7 [6,6-40,2] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS15: Overall survival by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 Overall survival by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 19 (44,2) 
95%-CI [29,1-60,1] 
Overall survival in months [95%-CI]  
Median 11,47[6,47-NE] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [74,3-95,0] 
Month 6 73,8 [57,6-84,6] 
Month 12 40,5 [20,9-59,4] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS15: Overall survival by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 48 (57,1) 
95%-CI [45,9-67,9] 
Overall survival in months [95%-CI]  
Median 7,46[6,24-10,78] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [67,6-85,6] 
Month 6 62,7 [51,2-72,3] 
Month 12 32,4 [20,3-45,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS16: Overall survival by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 

 Overall survival by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 17 (68,0) 
95%-CI [46,5-85,1] 
Overall survival in months [95%-CI]  
Median 7,06[4,40-11,24] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [58,4-91,2] 
Month 6 60,0 [38,5-76,1] 
Month 12 21,0 [5,8-42,5] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS16: Overall survival by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 57 (49,6) 
95%-CI [40,1-59,0] 
Overall survival in months [95%-CI]  
Median 9,92[6,93-12,09] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [74,0-88,2] 
Month 6 67,3 [57,6-75,2] 
Month 12 40,4 [29,2-51,3] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS17: Overall survival by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.17 Merkmal: Vorherige CAR-T-Therapie 
 

 Overall survival by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 8 (61,5) 
95%-CI [31,6-86,1] 
Overall survival in months [95%-CI]  
Median 6,47[1,84-12,09] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [40,8-91,2] 
Month 6 58,3 [27,0-80,1] 
Month 12 32,4 [6,5-62,8] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1OS_TSTS17: Overall survival by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 69 (52,3) 
95%-CI [43,4-61,0] 
Overall survival in months [95%-CI]  
Median 9,92[6,93-11,47] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [74,0-87,4] 
Month 6 65,6 [56,7-73,2] 
Month 12 36,3 [26,1-46,7] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS18: Overall survival by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

1.1.18 Merkmal: Arzneimittelformulierung 
 

 Overall survival by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 23 (65,7) 
95%-CI [47,8-80,9] 
Overall survival in months [95%-CI]  
Median 6,93[4,40-11,93] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,1 [59,5-87,9] 
Month 6 53,5 [35,7-68,4] 
Month 12 30,9 [16,1-47,0] 
Month 18 NE 
Month 24 NE 
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Table LT1OS_TSTS18: Overall survival by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 Overall survival by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 54 (49,1) 
95%-CI [39,4-58,8] 
Overall survival in months [95%-CI]  
Median 10,32[6,93-11,47] 
Overall survival: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [73,9-88,4] 
Month 6 68,7 [58,9-76,7] 
Month 12 37,8 [25,5-50,0] 
Month 18 NE 
Month 24 NE 
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Table LT1ORR_TSPS01: ORR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2 Endpunktkategorie: Morbidität 

2.1 Subgruppenanalysen zum Ansprechen – Gesamtansprechrate 

2.1.1 Merkmal Alter 

 ORR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 32 (49,2) 
95%-CI [36,6-61,9] 
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Table LT1ORR_TSPS01: ORR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
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Table LT1ORR_TSPS01: ORR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 11 (52,4) 
95%-CI [29,8-74,3] 
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Table LT1ORR_TSPS02: ORR - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.2 Merkmal: Geschlecht 

 ORR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 30 (50,0) 
95%-CI [36,8-63,2] 
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Table LT1ORR_TSPS02: ORR - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 40 (47,1) 
95%-CI [36,1-58,2] 
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Table LT1ORR_TSPS03: ORR - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.3 Merkmal: Ethnie 

 ORR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 62 (47,7) 
95%-CI [38,9-56,6] 
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Table LT1ORR_TSPS03: ORR - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
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Table LT1ORR_TSPS04: ORR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.4 Merkmal: Region-1 

 ORR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
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Table LT1ORR_TSPS04: ORR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 13 (41,9) 
95%-CI [24,5-60,9] 



Sobi Page 65 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1ORR_PS.sas 
Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:30:14 

 
Table LT1ORR_TSPS04: ORR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 27 (50,9) 
95%-CI [36,8-64,9] 
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Table LT1ORR_TSPS05: ORR - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.5 Merkmal: Region-2 

 ORR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
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Table LT1ORR_TSPS05: ORR - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 41 (47,7) 
95%-CI [36,8-58,7] 
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Table LT1ORR_TSPS06: ORR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 ORR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
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Table LT1ORR_TSPS06: ORR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 14 (60,9) 
95%-CI [38,5-80,3] 
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Table LT1ORR_TSPS06: ORR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 11 (57,9) 
95%-CI [33,5-79,7] 
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Table LT1ORR_TSPS06: ORR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 40 (43,0) 
95%-CI [32,8-53,7] 
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Table LT1ORR_TSPS07: ORR - IRC by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 

2.1.7 Merkmal: Bulky Erkrankung 

 ORR - IRC by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 68 (49,6) 
95%-CI [41,0-58,3] 

 



Sobi Page 73 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1ORR_PS.sas 
Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:30:14 

 
Table LT1ORR_TSPS08: ORR - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.8 Merkmal: Double/Triple-Hit 

 ORR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
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Table LT1ORR_TSPS08: ORR - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 65 (50,0) 
95%-CI [41,1-58,9] 
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Table LT1ORR_TSPS09: ORR - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. DLBCL = Diffuse large B-
Cell Lymphoma. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.9 Merkmal: Transformation des DLBCL 

 ORR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 13 (44,8) 
95%-CI [26,4-64,3] 
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Table LT1ORR_TSPS09: ORR - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. DLBCL = Diffuse large B-
Cell Lymphoma. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 57 (49,1) 
95%-CI [39,7-58,6] 
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Table LT1ORR_TSPS10: ORR - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 ORR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 26 (54,2) 
95%-CI [39,2-68,6] 
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Table LT1ORR_TSPS10: ORR - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
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Table LT1ORR_TSPS11: ORR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.11 Merkmal: Maximaler längster Durchmesser 

 ORR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 48 (58,5) 
95%-CI [47,1-69,3] 
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Table LT1ORR_TSPS11: ORR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 11 (30,6) 
95%-CI [16,3-48,1] 
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Table LT1ORR_TSPS11: ORR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
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Table LT1ORR_TSPS11: ORR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
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Table LT1ORR_TSPS12: ORR - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.12 Merkmal: Primärdiagnose 

 ORR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 64 (50,4) 
95%-CI [41,4-59,4] 
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Table LT1ORR_TSPS12: ORR - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
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Table LT1ORR_TSPS13: ORR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 ORR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 30 (47,6) 
95%-CI [34,9-60,6] 
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Table LT1ORR_TSPS13: ORR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 17 (48,6) 
95%-CI [31,4-66,0] 
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Table LT1ORR_TSPS13: ORR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 23 (48,9) 
95%-CI [34,1-63,9] 
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Table LT1ORR_TSPS14: ORR - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 ORR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 53 (53,5) 
95%-CI [43,2-63,6] 
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Table LT1ORR_TSPS14: ORR - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
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Table LT1ORR_TSPS15: ORR - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 ORR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 29 (67,4) 
95%-CI [51,5-80,9] 
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Table LT1ORR_TSPS15: ORR - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 31 (36,9) 
95%-CI [26,6-48,1] 
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Table LT1ORR_TSPS16: ORR - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 ORR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 9 (36,0) 
95%-CI [18,0-57,5] 
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Table LT1ORR_TSPS16: ORR - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 60 (52,2) 
95%-CI [42,7-61,6] 
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Table LT1ORR_TSPS17: ORR - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.17 Merkmal: Vorherige CAR-T-Therapie 

 ORR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
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Table LT1ORR_TSPS17: ORR - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 64 (48,5) 
95%-CI [39,7-57,3] 
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Table LT1ORR_TSPS18: ORR - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.1.18 Merkmal: Arzneimittelformulierung 

 ORR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 17 (48,6) 
95%-CI [31,4-66,0] 
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Table LT1ORR_TSPS18: ORR - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
ORR = Overall response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 ORR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 53 (48,2) 
95%-CI [38,6-57,9] 
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Table LT1CRR_TSPS01: CRR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2 Subgruppenanalysen zum Ansprechen – Vollständige Ansprechrate 

2.2.1 Merkmal Alter 

 CRR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 12 (18,5) 
95%-CI [9,9-30,0] 
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Table LT1CRR_TSPS01: CRR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
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Table LT1CRR_TSPS01: CRR - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
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Table LT1CRR_TSPS02: CRR - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.2 Merkmal: Geschlecht 

 CRR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 21 (35,0) 
95%-CI [23,1-48,4] 
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Table LT1CRR_TSPS02: CRR - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 14 (16,5) 
95%-CI [9,3-26,1] 
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Value Dossier Analysis: ADCT-402-201 Program Name: LT1CRR_PS.sas 
Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS03: CRR - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.3 Merkmal: Ethnie 

 CRR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 33 (25,4) 
95%-CI [18,2-33,8] 
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Value Dossier Analysis: ADCT-402-201 Program Name: LT1CRR_PS.sas 
Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS03: CRR - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
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Value Dossier Analysis: ADCT-402-201 Program Name: LT1CRR_PS.sas 
Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS04: CRR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.4 Merkmal: Region-1 

 CRR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS04: CRR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
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Table LT1CRR_TSPS04: CRR - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 14 (26,4) 
95%-CI [15,3-40,3] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS05: CRR - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.5 Merkmal: Region-2 

 CRR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS05: CRR - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 21 (24,4) 
95%-CI [15,8-34,9] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS06: CRR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 CRR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
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Table LT1CRR_TSPS06: CRR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
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Table LT1CRR_TSPS06: CRR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
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Table LT1CRR_TSPS06: CRR - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 22 (23,7) 
95%-CI [15,5-33,6] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS07: CRR - IRC by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 

2.2.7 Merkmal: Bulky Erkrankung 

 CRR - IRC by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 34 (24,8) 
95%-CI [17,8-32,9] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS08: CRR - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.8 Merkmal: Double/Triple-Hit 

 CRR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
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Table LT1CRR_TSPS08: CRR - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 30 (23,1) 
95%-CI [16,1-31,3] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS09: CRR - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. DLBCL = Diffuse large B-
Cell Lymphoma. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.9 Merkmal: Transformation des DLBCL 

 CRR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS09: CRR - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. DLBCL = Diffuse large B-
Cell Lymphoma. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 28 (24,1) 
95%-CI [16,7-33,0] 
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Data Cut Date: 06Apr2020 Run Date: 12JAN2023:18:35:03 

 
Table LT1CRR_TSPS10: CRR - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 CRR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 12 (25,0) 
95%-CI [13,6-39,6] 
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Table LT1CRR_TSPS10: CRR - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
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Table LT1CRR_TSPS11: CRR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.11 Merkmal: Maximaler längster Durchmesser 

 CRR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 26 (31,7) 
95%-CI [21,9-42,9] 
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Table LT1CRR_TSPS11: CRR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
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Table LT1CRR_TSPS11: CRR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
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Table LT1CRR_TSPS11: CRR - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
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Table LT1CRR_TSPS12: CRR - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.12 Merkmal: Primärdiagnose 

 CRR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 30 (23,6) 
95%-CI [16,5-32,0] 
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Table LT1CRR_TSPS12: CRR - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
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Table LT1CRR_TSPS13: CRR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 CRR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 15 (23,8) 
95%-CI [14,0-36,2] 
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Table LT1CRR_TSPS13: CRR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
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Table LT1CRR_TSPS13: CRR - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 15 (31,9) 
95%-CI [19,1-47,1] 
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Table LT1CRR_TSPS14: CRR - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 CRR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 26 (26,3) 
95%-CI [17,9-36,1] 
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Table LT1CRR_TSPS14: CRR - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
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Table LT1CRR_TSPS15: CRR - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 CRR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 18 (41,9) 
95%-CI [27,0-57,9] 
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Table LT1CRR_TSPS15: CRR - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 10 (11,9) 
95%-CI [5,9-20,8] 
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Table LT1CRR_TSPS16: CRR - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 CRR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
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Table LT1CRR_TSPS16: CRR - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 30 (26,1) 
95%-CI [18,3-35,1] 
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Table LT1CRR_TSPS17: CRR - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.17 Merkmal: Vorherige CAR-T-Therapie 

 CRR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
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Table LT1CRR_TSPS17: CRR - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 33 (25,0) 
95%-CI [17,9-33,3] 
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Table LT1CRR_TSPS18: CRR - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

2.2.18 Merkmal: Arzneimittelformulierung 

 CRR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
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Table LT1CRR_TSPS18: CRR - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. ITT set = Intent to Treat set. 
CRR = Complete response rate. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Source Data: ars, created on: 10JAN2023 

 CRR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 27 (24,5) 
95%-CI [16,8-33,7] 
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Table LT1DOR_DSTS01: DOR - IRC by subgroup: Age group 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3 Subgruppenanalysen zum Ansprechen – Dauer des Ansprechens 

2.3.1 Merkmal Alter 

 DOR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 32 
Patients with events - n(%) 10 (31,3) 
95%-CI [16,1-50,0] 
DOR - IRC in months [95%-CI]  
Median 9,63[3,22-9,63] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,9 [55,2-89,0] 
Month 6 53,2 [25,1-74,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS01: DOR - IRC by subgroup: Age group 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 27 
Patients with events - n(%) 6 (22,2) 
95%-CI [8,6-42,3] 
DOR - IRC in months [95%-CI]  
Median 10,25[3,84-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [59,3-94,8] 
Month 6 76,9 [48,4-90,9] 
Month 12 43,9 [8,7-75,8] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS01: DOR - IRC by subgroup: Age group 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
DOR - IRC in months [95%-CI]  
Median 13,37[5,98-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 85,7 [33,4-97,9] 
Month 12 85,7 [33,4-97,9] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS02: DOR - IRC by subgroup: Sex 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.2 Merkmal: Geschlecht 

 DOR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 30 
Patients with events - n(%) 5 (16,7) 
95%-CI [5,6-34,7] 
DOR - IRC in months [95%-CI]  
Median 13,37[10,25-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [75,7-99,5] 
Month 6 84,5 [57,7-95,0] 
Month 12 56,4 [8,9-87,3] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS02: DOR - IRC by subgroup: Sex 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 40 
Patients with events - n(%) 13 (32,5) 
95%-CI [18,6-49,1] 
DOR - IRC in months [95%-CI]  
Median 6,87[3,84-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [53,1-85,9] 
Month 6 51,4 [26,1-71,9] 
Month 12 21,4 [1,7-56,0] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS03: DOR - IRC by subgroup: Race group 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.3 Merkmal: Ethnie 

 DOR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 62 
Patients with events - n(%) 15 (24,2) 
95%-CI [14,2-36,7] 
DOR - IRC in months [95%-CI]  
Median 10,25[6,87-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [70,8-92,6] 
Month 6 71,3 [52,9-83,5] 
Month 12 39,9 [12,3-66,9] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS03: DOR - IRC by subgroup: Race group 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS04: DOR - IRC by subgroup: Country 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.4 Merkmal: Region-1 

 DOR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 29 
Patients with events - n(%) 9 (31,0) 
95%-CI [15,3-50,8] 
DOR - IRC in months [95%-CI]  
Median 10,25[4,63-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [60,0-93,4] 
Month 6 60,6 [32,2-80,2] 
Month 12 30,3 [1,8-70,1] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS04: DOR - IRC by subgroup: Country 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
DOR - IRC in months [95%-CI]  
Median 9,63[1,54-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 71,6 [35,0-89,9] 
Month 12 39,8 [7,4-72,1] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS04: DOR - IRC by subgroup: Country 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 27 
Patients with events - n(%) 4 (14,8) 
95%-CI [4,2-33,7] 
DOR - IRC in months [95%-CI]  
Median NE[3,22-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [56,4-94,3] 
Month 6 76,3 [48,0-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS05: DOR - IRC by subgroup: Region 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.5 Merkmal: Region-2 

 DOR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 29 
Patients with events - n(%) 9 (31,0) 
95%-CI [15,3-50,8] 
DOR - IRC in months [95%-CI]  
Median 10,25[4,63-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [60,0-93,4] 
Month 6 60,6 [32,2-80,2] 
Month 12 30,3 [1,8-70,1] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS05: DOR - IRC by subgroup: Region 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 41 
Patients with events - n(%) 9 (22,0) 
95%-CI [10,6-37,6] 
DOR - IRC in months [95%-CI]  
Median 9,63[6,87-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [65,2-92,9] 
Month 6 73,6 [51,0-87,0] 
Month 12 44,6 [9,7-75,6] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS06: DOR - IRC by subgroup: Ann Arbor stage 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 DOR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS06: DOR - IRC by subgroup: Ann Arbor stage 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 14 
Patients with events - n(%) 2 (14,3) 
95%-CI [1,8-42,8] 
DOR - IRC in months [95%-CI]  
Median NE[1,51-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 67,5 [16,2-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS06: DOR - IRC by subgroup: Ann Arbor stage 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
DOR - IRC in months [95%-CI]  
Median 5,68[1,74-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,3 [15,2-90,2] 
Month 6 32,1 [1,3-74,4] 
Month 12 32,1 [1,3-74,4] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS06: DOR - IRC by subgroup: Ann Arbor stage 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 40 
Patients with events - n(%) 12 (30,0) 
95%-CI [16,6-46,5] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [64,8-91,7] 
Month 6 70,0 [49,4-83,5] 
Month 12 42,8 [9,8-73,3] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS07: DOR - IRC by subgroup: Bulky disease 

Responders in ITT Set (IRC) 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 

2.3.7 Merkmal: Bulky Erkrankung 

 DOR - IRC by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 68 
Patients with events - n(%) 17 (25,0) 
95%-CI [15,3-37,0] 
DOR - IRC in months [95%-CI]  
Median 10,25[6,87-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [70,2-91,0] 
Month 6 69,7 [52,1-82,0] 
Month 12 39,2 [12,2-65,9] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS08: DOR - IRC by subgroup: Double/Triple hit 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.8 Merkmal: Double/Triple-Hit 

 DOR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS08: DOR - IRC by subgroup: Double/Triple hit 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 65 
Patients with events - n(%) 17 (26,2) 
95%-CI [16,0-38,5] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [67,9-90,2] 
Month 6 64,4 [45,7-78,1] 
Month 12 29,9 [6,0-59,6] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS09: DOR - IRC by subgroup: Transformed DLBCL 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.9 Merkmal: Transformation des DLBCL 

 DOR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
DOR - IRC in months [95%-CI]  
Median NE[NE-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 91,7 [53,9-98,8] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS09: DOR - IRC by subgroup: Transformed DLBCL 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 57 
Patients with events - n(%) 17 (29,8) 
95%-CI [18,4-43,4] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,68-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [67,1-90,6] 
Month 6 63,3 [43,7-77,7] 
Month 12 29,0 [5,8-58,4] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS10: DOR - IRC by subgroup: B-Cell type 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 DOR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 26 
Patients with events - n(%) 9 (34,6) 
95%-CI [17,2-55,7] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,68-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [66,3-97,5] 
Month 6 63,2 [34,5-82,0] 
Month 12 31,6 [5,6-63,0] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS10: DOR - IRC by subgroup: B-Cell type 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
DOR - IRC in months [95%-CI]  
Median 6,87[1,31-6,87] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [31,5-93,1] 
Month 6 75,0 [31,5-93,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS11: DOR - IRC by subgroup: Maximal longest diameter 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.11 Merkmal: Maximaler längster Durchmesser 

 DOR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 48 
Patients with events - n(%) 9 (18,8) 
95%-CI [8,9-32,6] 
DOR - IRC in months [95%-CI]  
Median NE[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [68,2-92,7] 
Month 6 69,8 [47,8-83,9] 
Month 12 69,8 [47,8-83,9] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS11: DOR - IRC by subgroup: Maximal longest diameter 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
DOR - IRC in months [95%-CI]  
Median 6,87[1,54-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 70,0 [22,5-91,8] 
Month 12 23,3 [1,0-63,2] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS11: DOR - IRC by subgroup: Maximal longest diameter 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS11: DOR - IRC by subgroup: Maximal longest diameter 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS12: DOR - IRC by subgroup: Primary disease diagnosis 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.12 Merkmal: Primärdiagnose 

 DOR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 64 
Patients with events - n(%) 16 (25,0) 
95%-CI [15,0-37,4] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [69,6-91,5] 
Month 6 65,7 [46,7-79,4] 
Month 12 30,5 [6,0-60,6] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS12: DOR - IRC by subgroup: Primary disease diagnosis 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS13: DOR - IRC by subgroup: Number prior lines 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 DOR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 30 
Patients with events - n(%) 8 (26,7) 
95%-CI [12,3-45,9] 
DOR - IRC in months [95%-CI]  
Median 13,37[5,68-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [57,6-91,0] 
Month 6 73,5 [49,4-87,4] 
Month 12 55,1 [18,5-81,0] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS13: DOR - IRC by subgroup: Number prior lines 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 17 
Patients with events - n(%) 5 (29,4) 
95%-CI [10,3-56,0] 
DOR - IRC in months [95%-CI]  
Median 5,98[2,66-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [38,2-91,0] 
Month 6 31,7 [1,7-72,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS13: DOR - IRC by subgroup: Number prior lines 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
DOR - IRC in months [95%-CI]  
Median 10,25[4,63-10,25] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 74,2 [36,3-91,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS14: DOR - IRC by subgroup: Response category - first line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 DOR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 53 
Patients with events - n(%) 12 (22,6) 
95%-CI [12,3-36,2] 
DOR - IRC in months [95%-CI]  
Median 10,25[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [70,9-93,3] 
Month 6 65,8 [43,0-81,3] 
Month 12 39,0 [9,0-69,2] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS14: DOR - IRC by subgroup: Response category - first line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
DOR - IRC in months [95%-CI]  
Median 9,63[1,25-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 66,7 [27,2-88,2] 
Month 12 33,3 [1,6-74,9] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS15: DOR - IRC by subgroup: Response category - last line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 DOR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
DOR - IRC in months [95%-CI]  
Median 10,25[5,68-10,25] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,5 [55,3-90,6] 
Month 6 70,7 [43,9-86,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1DOR_DSTS15: DOR - IRC by subgroup: Response category - last line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 31 
Patients with events - n(%) 8 (25,8) 
95%-CI [11,9-44,6] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [59,4-93,0] 
Month 6 67,5 [38,6-85,1] 
Month 12 38,6 [8,1-69,7] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS16: DOR - IRC by subgroup: Response category - any line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 DOR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS16: DOR - IRC by subgroup: Response category - any line 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 60 
Patients with events - n(%) 14 (23,3) 
95%-CI [13,4-36,0] 
DOR - IRC in months [95%-CI]  
Median 10,25[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [67,7-90,9] 
Month 6 65,4 [45,0-79,8] 
Month 12 39,7 [9,5-69,5] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS17: DOR - IRC by subgroup: Prior use of T-CART therapy 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.17 Merkmal: Vorherige CAR-T-Therapie 

 DOR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1DOR_DSTS17: DOR - IRC by subgroup: Prior use of T-CART therapy 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 64 
Patients with events - n(%) 18 (28,1) 
95%-CI [17,6-40,8] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [68,0-90,2] 
Month 6 65,7 [47,7-78,7] 
Month 12 36,9 [11,7-63,0] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS18: DOR - IRC by subgroup: Drug formulation 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.3.18 Merkmal: Arzneimittelformulierung 

 DOR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 17 
Patients with events - n(%) 4 (23,5) 
95%-CI [6,8-49,9] 
DOR - IRC in months [95%-CI]  
Median NE[1,74-NE] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [47,3-92,5] 
Month 6 69,8 [37,8-87,6] 
Month 12 69,8 [37,8-87,6] 
Month 18 NE 
Month 24 NE 
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Table LT1DOR_DSTS18: DOR - IRC by subgroup: Drug formulation 

Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. DOR = Duration of response. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 DOR - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 53 
Patients with events - n(%) 14 (26,4) 
95%-CI [15,3-40,3] 
DOR - IRC in months [95%-CI]  
Median 9,63[5,98-13,37] 
DOR - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [70,1-93,3] 
Month 6 69,4 [49,2-82,9] 
Month 12 21,5 [1,2-58,6] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS01: PFS - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4 Subgruppenanalysen zum progressionsfreien Überleben 

2.4.1 Merkmal Alter 

 PFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 30 (46,2) 
95%-CI [33,7-59,0] 
PFS - IRC in months [95%-CI]  
Median 4,93[2,73-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [42,8-69,3] 
Month 6 48,3 [33,1-61,9] 
Month 12 16,6 [1,7-45,6] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS01: PFS - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 28 (47,5) 
95%-CI [34,3-60,9] 
PFS - IRC in months [95%-CI]  
Median 3,65[2,63-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [35,7-64,3] 
Month 6 44,1 [28,5-58,7] 
Month 12 25,7 [7,0-50,0] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS01: PFS - IRC by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 9 (42,9) 
95%-CI [21,8-66,0] 
PFS - IRC in months [95%-CI]  
Median 14,59[1,35-14,59] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,7 [38,7-83,0] 
Month 6 58,4 [31,4-77,9] 
Month 12 50,0 [23,5-71,8] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS02: PFS - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.2 Merkmal: Geschlecht 

 PFS - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 26 (43,3) 
95%-CI [30,6-56,8] 
PFS - IRC in months [95%-CI]  
Median 11,47[2,76-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,9 [47,3-73,6] 
Month 6 54,9 [40,1-67,5] 
Month 12 38,4 [15,6-61,1] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS02: PFS - IRC by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 41 (48,2) 
95%-CI [37,3-59,3] 
PFS - IRC in months [95%-CI]  
Median 3,81[2,66-7,06] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,7 [38,9-63,0] 
Month 6 41,7 [27,4-55,4] 
Month 12 11,9 [1,3-35,4] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS03: PFS - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.3 Merkmal: Ethnie 

 PFS - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 58 (44,6) 
95%-CI [35,9-53,6] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,92-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,0 [46,8-65,9] 
Month 6 49,5 [38,7-59,3] 
Month 12 27,1 [12,0-44,8] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS03: PFS - IRC by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 9 (60,0) 
95%-CI [32,3-83,7] 
PFS - IRC in months [95%-CI]  
Median 3,22[1,28-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,0 [22,9-72,2] 
Month 6 40,0 [14,5-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS04: PFS - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.4 Merkmal: Region-1 

 PFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 25 (42,4) 
95%-CI [29,6-55,9] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,76-14,59] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,8 [49,0-76,8] 
Month 6 48,5 [31,6-63,5] 
Month 12 19,6 [1,9-51,4] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS04: PFS - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 17 (54,8) 
95%-CI [36,0-72,7] 
PFS - IRC in months [95%-CI]  
Median 8,08[1,54-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,5 [30,9-67,3] 
Month 6 50,5 [30,9-67,3] 
Month 12 28,4 [9,5-51,0] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS04: PFS - IRC by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 25 (47,2) 
95%-CI [33,3-61,4] 
PFS - IRC in months [95%-CI]  
Median 2,99[2,66-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,6 [32,6-62,8] 
Month 6 45,1 [29,1-59,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS05: PFS - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.5 Merkmal: Region-2 

 PFS - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 25 (42,4) 
95%-CI [29,6-55,9] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,76-14,59] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,8 [49,0-76,8] 
Month 6 48,5 [31,6-63,5] 
Month 12 19,6 [1,9-51,4] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS05: PFS - IRC by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 42 (48,8) 
95%-CI [37,9-59,9] 
PFS - IRC in months [95%-CI]  
Median 4,40[2,73-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,4 [38,2-61,4] 
Month 6 48,4 [36,1-59,6] 
Month 12 28,5 [11,7-48,1] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS06: PFS - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 PFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
PFS - IRC in months [95%-CI]  
Median 11,47[1,28-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [28,2-87,8] 
Month 6 66,7 [28,2-87,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS06: PFS - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 10 (43,5) 
95%-CI [23,2-65,5] 
PFS - IRC in months [95%-CI]  
Median 6,01[1,45-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,9 [35,6-76,2] 
Month 6 58,9 [35,6-76,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS06: PFS - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 7 (36,8) 
95%-CI [16,3-61,6] 
PFS - IRC in months [95%-CI]  
Median 8,31[2,66-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,4 [39,5-85,7] 
Month 6 57,0 [25,9-79,2] 
Month 12 28,5 [1,7-67,8] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS06: PFS - IRC by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 46 (49,5) 
95%-CI [38,9-60,0] 
PFS - IRC in months [95%-CI]  
Median 3,65[2,73-7,36] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,5 [39,3-62,3] 
Month 6 42,1 [29,9-53,7] 
Month 12 26,2 [11,0-44,3] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS07: PFS - IRC by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 

2.4.7 Merkmal: Bulky Erkrankung 

 PFS - IRC by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 63 (46,0) 
95%-CI [37,4-54,7] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,89-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,5 [46,7-65,1] 
Month 6 49,8 [39,6-59,2] 
Month 12 26,4 [11,7-43,6] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS08: PFS - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.8 Merkmal: Double/Triple-Hit 

 PFS - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
PFS - IRC in months [95%-CI]  
Median 3,68[1,28-14,59] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,9 [31,2-82,1] 
Month 6 44,2 [17,0-68,7] 
Month 12 44,2 [17,0-68,7] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS08: PFS - IRC by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 59 (45,4) 
95%-CI [36,6-54,3] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,89-8,31] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,4 [45,4-64,4] 
Month 6 49,2 [38,5-59,0] 
Month 12 22,4 [8,0-41,2] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS09: PFS - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.9 Merkmal: Transformation des DLBCL 

 PFS - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
PFS - IRC in months [95%-CI]  
Median NE[2,63-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,8 [40,3-78,8] 
Month 6 50,2 [27,2-69,5] 
Month 12 50,2 [27,2-69,5] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS09: PFS - IRC by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 56 (48,3) 
95%-CI [38,9-57,7] 
PFS - IRC in months [95%-CI]  
Median 4,93[2,76-8,31] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [44,0-64,0] 
Month 6 48,0 [36,9-58,3] 
Month 12 21,6 [7,7-40,1] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS10: PFS - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 PFS - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 22 (45,8) 
95%-CI [31,4-60,8] 
PFS - IRC in months [95%-CI]  
Median 7,36[3,81-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,8 [59,1-85,2] 
Month 6 58,9 [41,2-72,9] 
Month 12 26,7 [8,4-49,4] 
Month 18 NE 
Month 24 NE 



Sobi Page 204 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1PFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:48:14 

 
Table LT1PFS_TSTS10: PFS - IRC by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 9 (39,1) 
95%-CI [19,7-61,5] 
PFS - IRC in months [95%-CI]  
Median 7,06[2,66-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,7 [26,9-75,8] 
Month 6 54,7 [26,9-75,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS11: PFS - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.11 Merkmal: Maximaler längster Durchmesser 

 PFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 31 (37,8) 
95%-CI [27,3-49,2] 
PFS - IRC in months [95%-CI]  
Median 8,31[2,99-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,6 [49,9-72,9] 
Month 6 55,7 [42,2-67,3] 
Month 12 48,0 [32,8-61,7] 
Month 18 NE 
Month 24 NE 



Sobi Page 206 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1PFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:48:14 

 
Table LT1PFS_TSTS11: PFS - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 23 (63,9) 
95%-CI [46,2-79,2] 
PFS - IRC in months [95%-CI]  
Median 2,76[1,54-7,06] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,6 [30,3-64,7] 
Month 6 38,9 [20,9-56,6] 
Month 12 10,0 [0,9-32,6] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS11: PFS - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
PFS - IRC in months [95%-CI]  
Median 2,99[0,36-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,1 [1,4-80,4] 
Month 6 38,1 [1,4-80,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS11: PFS - IRC by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
PFS - IRC in months [95%-CI]  
Median 1,31[0,72-4,40] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,4 [9,5-66,3] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS12: PFS - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.12 Merkmal: Primärdiagnose 

 PFS - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 57 (44,9) 
95%-CI [36,1-54,0] 
PFS - IRC in months [95%-CI]  
Median 6,01[2,89-8,31] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,5 [46,3-65,5] 
Month 6 50,1 [39,3-60,0] 
Month 12 22,8 [8,1-41,9] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS12: PFS - IRC by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 6 (54,5) 
95%-CI [23,4-83,3] 
PFS - IRC in months [95%-CI]  
Median 9,13[1,31-14,59] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 50,0 [18,4-75,3] 
Month 12 50,0 [18,4-75,3] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS13: PFS - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 PFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 29 (46,0) 
95%-CI [33,4-59,1] 
PFS - IRC in months [95%-CI]  
Median 8,31[2,43-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,5 [37,2-64,1] 
Month 6 51,5 [37,2-64,1] 
Month 12 38,1 [18,6-57,4] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS13: PFS - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 18 (51,4) 
95%-CI [34,0-68,6] 
PFS - IRC in months [95%-CI]  
Median 3,68[2,66-7,36] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,9 [40,0-75,1] 
Month 6 31,9 [13,0-52,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS13: PFS - IRC by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 20 (42,6) 
95%-CI [28,3-57,8] 
PFS - IRC in months [95%-CI]  
Median 6,01[2,89-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,4 [41,6-73,4] 
Month 6 54,9 [36,3-70,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 

 



Sobi Page 214 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1PFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:48:14 

 
Table LT1PFS_TSTS14: PFS - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 PFS - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 43 (43,4) 
95%-CI [33,5-53,8] 
PFS - IRC in months [95%-CI]  
Median 7,36[2,89-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,7 [46,3-67,6] 
Month 6 53,1 [40,9-63,9] 
Month 12 29,3 [11,8-49,4] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS14: PFS - IRC by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 18 (62,1) 
95%-CI [42,3-79,3] 
PFS - IRC in months [95%-CI]  
Median 2,66[1,35-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,5 [21,7-60,3] 
Month 6 36,4 [17,5-55,6] 
Month 12 15,1 [1,4-43,3] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS15: PFS - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 PFS - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 14 (32,6) 
95%-CI [19,1-48,5] 
PFS - IRC in months [95%-CI]  
Median 11,47[3,81-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,4 [56,2-85,9] 
Month 6 61,0 [40,2-76,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS15: PFS - IRC by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 44 (52,4) 
95%-CI [41,2-63,4] 
PFS - IRC in months [95%-CI]  
Median 2,66[1,64-7,06] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,4 [30,0-54,3] 
Month 6 38,3 [26,1-50,4] 
Month 12 20,1 [7,5-37,0] 
Month 18 NE 
Month 24 NE 

 



Sobi Page 218 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1PFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:48:14 

 
Table LT1PFS_TSTS16: PFS - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 PFS - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 14 (56,0) 
95%-CI [34,9-75,6] 
PFS - IRC in months [95%-CI]  
Median 2,66[1,35-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,1 [23,7-67,4] 
Month 6 40,3 [18,1-61,8] 
Month 12 16,1 [1,4-46,1] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1PFS_TSTS16: PFS - IRC by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 50 (43,5) 
95%-CI [34,3-53,0] 
PFS - IRC in months [95%-CI]  
Median 6,01[2,99-11,47] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,7 [48,1-68,0] 
Month 6 50,5 [39,1-60,8] 
Month 12 29,5 [12,4-49,0] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS17: PFS - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.17 Merkmal: Vorherige CAR-T-Therapie 

 PFS - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
PFS - IRC in months [95%-CI]  
Median NE[1,35-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [31,5-93,1] 
Month 6 75,0 [31,5-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS17: PFS - IRC by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 65 (49,2) 
95%-CI [40,4-58,1] 
PFS - IRC in months [95%-CI]  
Median 4,40[2,89-8,08] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,7 [44,8-63,5] 
Month 6 46,5 [36,3-56,2] 
Month 12 24,5 [10,9-40,9] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS18: PFS - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.4.18 Merkmal: Arzneimittelformulierung 

 PFS - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 16 (45,7) 
95%-CI [28,8-63,4] 
PFS - IRC in months [95%-CI]  
Median 4,40[1,58-NE] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,8 [33,2-69,1] 
Month 6 48,0 [28,4-65,2] 
Month 12 36,0 [13,4-59,5] 
Month 18 NE 
Month 24 NE 
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Table LT1PFS_TSTS18: PFS - IRC by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. PFS = Progression-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 PFS - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 51 (46,4) 
95%-CI [36,8-56,1] 
PFS - IRC in months [95%-CI]  
Median 5,09[2,76-11,24] 
PFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [46,2-66,7] 
Month 6 48,7 [37,1-59,3] 
Month 12 13,0 [1,1-39,9] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 

 



Sobi Page 224 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1RFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:49:00 

 
Table LT1RFS_CSTS01: RFS - IRC by subgroup: Age group 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5 Subgruppenanalysen zum rezidivfreien Überleben 

2.5.1 Merkmal Alter 

 RFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 12 
Patients with events - n(%) 2 (16,7) 
95%-CI [2,1-48,4] 
RFS - IRC in months [95%-CI]  
Median NE[1,81-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [33,2-93,5] 
Month 6 76,2 [33,2-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS01: RFS - IRC by subgroup: Age group 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
RFS - IRC in months [95%-CI]  
Median NE[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 66,7 [5,4-94,5] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS01: RFS - IRC by subgroup: Age group 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS02: RFS - IRC by subgroup: Sex 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.2 Merkmal: Geschlecht 

 RFS - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
RFS - IRC in months [95%-CI]  
Median 13,37[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 94,4 [66,6-99,2] 
Month 12 63,0 [7,1-92,3] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS02: RFS - IRC by subgroup: Sex 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 14 
Patients with events - n(%) 1 (7,1) 
95%-CI [0,2-33,9] 
RFS - IRC in months [95%-CI]  
Median NE[2,83-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 87,5 [38,7-98,1] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS03: RFS - IRC by subgroup: Race group 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.3 Merkmal: Ethnie 

 RFS - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 33 
Patients with events - n(%) 4 (12,1) 
95%-CI [3,4-28,2] 
RFS - IRC in months [95%-CI]  
Median 13,37[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [70,9-97,9] 
Month 6 91,8 [70,9-97,9] 
Month 12 68,8 [17,3-92,4] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS03: RFS - IRC by subgroup: Race group 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS04: RFS - IRC by subgroup: Country 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.4 Merkmal: Region-1 

 RFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 14 
Patients with events - n(%) 3 (21,4) 
95%-CI [4,7-50,8] 
RFS - IRC in months [95%-CI]  
Median 10,25[2,83-13,37] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 45,0 [1,0-87,1] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1RFS_CSTS04: RFS - IRC by subgroup: Country 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS04: RFS - IRC by subgroup: Country 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 14 
Patients with events - n(%) 1 (7,1) 
95%-CI [0,2-33,9] 
RFS - IRC in months [95%-CI]  
Median NE[1,81-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS05: RFS - IRC by subgroup: Region 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.5 Merkmal: Region-2 

 RFS - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 14 
Patients with events - n(%) 3 (21,4) 
95%-CI [4,7-50,8] 
RFS - IRC in months [95%-CI]  
Median 10,25[2,83-13,37] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 45,0 [1,0-87,1] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1RFS_CSTS05: RFS - IRC by subgroup: Region 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
RFS - IRC in months [95%-CI]  
Median NE[NE-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 93,3 [61,3-99,0] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS06: RFS - IRC by subgroup: Ann Arbor stage 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 RFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
  
  
  
  
  
  
  
  
  



Sobi Page 237 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1RFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:49:00 

 
Table LT1RFS_CSTS06: RFS - IRC by subgroup: Ann Arbor stage 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS06: RFS - IRC by subgroup: Ann Arbor stage 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS06: RFS - IRC by subgroup: Ann Arbor stage 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 22 
Patients with events - n(%) 2 (9,1) 
95%-CI [1,1-29,2] 
RFS - IRC in months [95%-CI]  
Median 13,37[13,37-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 94,4 [66,6-99,2] 
Month 12 94,4 [66,6-99,2] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS07: RFS - IRC by subgroup: Bulky disease 

Complete Responders in ITT Set (IRC) 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 

2.5.7 Merkmal: Bulky Erkrankung 

 RFS - IRC by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 34 
Patients with events - n(%) 3 (8,8) 
95%-CI [1,9-23,7] 
RFS - IRC in months [95%-CI]  
Median 13,37[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [73,9-99,4] 
Month 6 95,8 [73,9-99,4] 
Month 12 71,9 [15,5-94,3] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS08: RFS - IRC by subgroup: Double/Triple hit 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.8 Merkmal: Double/Triple-Hit 

 RFS - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
  
  
  
  
  
  
  
  
  



Sobi Page 242 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1RFS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:49:00 

 
Table LT1RFS_CSTS08: RFS - IRC by subgroup: Double/Triple hit 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 30 
Patients with events - n(%) 3 (10,0) 
95%-CI [2,1-26,5] 
RFS - IRC in months [95%-CI]  
Median NE[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [67,3-97,6] 
Month 6 90,6 [67,3-97,6] 
Month 12 60,4 [8,0-90,4] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS09: RFS - IRC by subgroup: Transformed DLBCL 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.9 Merkmal: Transformation des DLBCL 

 RFS - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS09: RFS - IRC by subgroup: Transformed DLBCL 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 28 
Patients with events - n(%) 4 (14,3) 
95%-CI [4,0-32,7] 
RFS - IRC in months [95%-CI]  
Median 13,37[10,25-13,37] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [66,8-97,5] 
Month 6 90,4 [66,8-97,5] 
Month 12 60,3 [8,1-90,3] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1RFS_CSTS10: RFS - IRC by subgroup: B-Cell type 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 RFS - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 12 
Patients with events - n(%) 3 (25,0) 
95%-CI [5,5-57,2] 
RFS - IRC in months [95%-CI]  
Median 13,37[2,83-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 59,3 [7,7-89,9] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS10: RFS - IRC by subgroup: B-Cell type 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS11: RFS - IRC by subgroup: Maximal longest diameter 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.11 Merkmal: Maximaler längster Durchmesser 

 RFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 26 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,2] 
RFS - IRC in months [95%-CI]  
Median NE[NE-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS11: RFS - IRC by subgroup: Maximal longest diameter 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS11: RFS - IRC by subgroup: Maximal longest diameter 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS11: RFS - IRC by subgroup: Maximal longest diameter 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS12: RFS - IRC by subgroup: Primary disease diagnosis 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.12 Merkmal: Primärdiagnose 

 RFS - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 30 
Patients with events - n(%) 3 (10,0) 
95%-CI [2,1-26,5] 
RFS - IRC in months [95%-CI]  
Median NE[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [67,3-97,6] 
Month 6 90,6 [67,3-97,6] 
Month 12 60,4 [8,0-90,4] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS12: RFS - IRC by subgroup: Primary disease diagnosis 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS13: RFS - IRC by subgroup: Number prior lines 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 RFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
RFS - IRC in months [95%-CI]  
Median NE[13,37-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS13: RFS - IRC by subgroup: Number prior lines 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS13: RFS - IRC by subgroup: Number prior lines 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
RFS - IRC in months [95%-CI]  
Median 10,25[NE-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1RFS_CSTS14: RFS - IRC by subgroup: Response category - first line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 

 RFS - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Relapse  
Patients in analysis set 26 
Patients with events - n(%) 2 (7,7) 
95%-CI [0,9-25,1] 
RFS - IRC in months [95%-CI]  
Median NE[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [65,0-99,2] 
Month 6 94,1 [65,0-99,2] 
Month 12 62,8 [7,1-92,1] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS14: RFS - IRC by subgroup: Response category - first line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Response category - first line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - first line:  
Refractory  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS15: RFS - IRC by subgroup: Response category - last line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 RFS - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 18 
Patients with events - n(%) 1 (5,6) 
95%-CI [0,1-27,3] 
RFS - IRC in months [95%-CI]  
Median 10,25[NE-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1RFS_CSTS15: RFS - IRC by subgroup: Response category - last line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
RFS - IRC in months [95%-CI]  
Median NE[1,81-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 85,7 [33,4-97,9] 
Month 12 85,7 [33,4-97,9] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS16: RFS - IRC by subgroup: Response category - any line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 RFS - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS16: RFS - IRC by subgroup: Response category - any line 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 30 
Patients with events - n(%) 2 (6,7) 
95%-CI [0,8-22,1] 
RFS - IRC in months [95%-CI]  
Median NE[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 63,5 [6,9-92,6] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS17: RFS - IRC by subgroup: Prior use of T-CART therapy 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.17 Merkmal: Vorherige CAR-T-Therapie 

 RFS - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS17: RFS - IRC by subgroup: Prior use of T-CART therapy 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 33 
Patients with events - n(%) 4 (12,1) 
95%-CI [3,4-28,2] 
RFS - IRC in months [95%-CI]  
Median 13,37[10,25-NE] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [71,5-97,9] 
Month 6 92,0 [71,5-97,9] 
Month 12 69,0 [17,2-92,5] 
Month 18 NE 
Month 24 NE 
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Table LT1RFS_CSTS18: RFS - IRC by subgroup: Drug formulation 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

2.5.18 Merkmal: Arzneimittelformulierung 

 RFS - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1RFS_CSTS18: RFS - IRC by subgroup: Drug formulation 

Complete Responders in ITT Set (IRC) 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
ITT set = Intent to Treat set. RFS = Relapse-free survival. IRC = Independent review committee assessment. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: atte, created on: 10JAN2023 

 RFS - IRC by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 27 
Patients with events - n(%) 3 (11,1) 
95%-CI [2,4-29,2] 
RFS - IRC in months [95%-CI]  
Median 10,25[10,25-13,37] 
RFS - IRC: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 94,4 [66,6-99,2] 
Month 12 47,2 [0,8-88,9] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1VSD_PSTS01: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6 Subgruppenanalysen zum EQ-5D VAS (Zeit bis zur Verschlechterung) 

2.6.1 Merkmal Alter 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 23 (40,4) 
95%-CI [27,6-54,2] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[2,89-7,23] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,8 [43,5-74,3] 
Month 6 40,3 [22,5-57,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 267 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:49:42 

 
Table LT1VSD_PSTS01: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 24 (45,3) 
95%-CI [31,6-59,6] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,32[1,64-7,16] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,7 [34,0-65,3] 
Month 6 37,5 [20,5-54,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS01: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 6 (30,0) 
95%-CI [11,9-54,3] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median NE[1,15-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,3 [35,3-81,8] 
Month 6 63,3 [35,3-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS02: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.2 Merkmal: Geschlecht 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 20 (37,7) 
95%-CI [24,8-52,1] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 6,90[1,71-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,6 [44,6-74,8] 
Month 6 53,6 [35,5-68,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS02: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 33 (42,9) 
95%-CI [31,6-54,6] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,24[2,79-5,78] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,8 [38,3-65,4] 
Month 6 32,8 [18,2-48,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS03: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.3 Merkmal: Ethnie 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 48 (41,7) 
95%-CI [32,6-51,3] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,24[2,79-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [42,8-65,0] 
Month 6 39,7 [27,3-51,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS03: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median NE[2,17-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,4 [35,9-86,8] 
Month 6 54,7 [20,8-79,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS05: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.4 Merkmal: Region-1 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 18 (35,3) 
95%-CI [22,4-49,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[2,33-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,3 [37,6-71,3] 
Month 6 47,5 [28,6-64,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS05: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 35 (44,3) 
95%-CI [33,1-55,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,83-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [42,8-68,2] 
Month 6 37,4 [22,6-52,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS05: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.5 Merkmal: Region-2 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 18 (35,3) 
95%-CI [22,4-49,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[2,33-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,3 [37,6-71,3] 
Month 6 47,5 [28,6-64,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS05: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 35 (44,3) 
95%-CI [33,1-55,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,83-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [42,8-68,2] 
Month 6 37,4 [22,6-52,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS06: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[1,48-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 45,7 [6,9-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 278 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:49:42 

 
Table LT1VSD_PSTS06: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 9 (42,9) 
95%-CI [21,8-66,0] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 2,99[0,92-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,4 [15,4-67,5] 
Month 6 31,8 [8,5-58,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS06: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 6 (35,3) 
95%-CI [14,2-61,7] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 6,90[2,17-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,9 [44,2-91,9] 
Month 6 51,3 [17,6-77,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS06: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 34 (41,5) 
95%-CI [30,7-52,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[1,71-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,6 [36,8-62,9] 
Month 6 41,1 [26,7-55,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS07: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

2.6.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 52 (41,3) 
95%-CI [32,6-50,4] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,89-7,16] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,7 [45,6-66,3] 
Month 6 41,9 [30,1-53,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS08: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 4 (28,6) 
95%-CI [8,4-58,1] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median NE[1,15-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,3 [27,4-84,1] 
Month 6 62,3 [27,4-84,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS08: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 49 (42,2) 
95%-CI [33,1-51,8] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,24[2,83-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,2 [43,4-65,4] 
Month 6 39,0 [26,8-51,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS09: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 9 (37,5) 
95%-CI [18,8-59,4] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 5,13[4,24-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,7 [50,8-89,2] 
Month 6 32,5 [8,4-60,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS09: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 44 (41,5) 
95%-CI [32,0-51,5] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,32[2,79-7,16] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,1 [39,9-63,0] 
Month 6 43,5 [30,9-55,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS10: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 20 (46,5) 
95%-CI [31,2-62,3] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 5,13[2,10-7,23] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,1 [40,1-72,4] 
Month 6 49,0 [30,3-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS10: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 9 (42,9) 
95%-CI [21,8-66,0] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,32[1,61-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,5 [31,6-77,9] 
Month 6 39,0 [13,8-63,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS11: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 28 (36,8) 
95%-CI [26,1-48,7] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 5,13[2,89-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,0 [43,6-69,9] 
Month 6 49,6 [34,5-62,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS11: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 16 (47,1) 
95%-CI [29,8-64,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,24[1,64-5,29] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [34,6-73,7] 
Month 6 25,9 [7,4-49,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS11: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1VSD_PSTS11: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1VSD_PSTS12: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.12 Merkmal: Primärdiagnose 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 48 (42,9) 
95%-CI [33,5-52,6] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,83-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,2 [44,6-66,4] 
Month 6 39,8 [27,5-51,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS12: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median NE[1,15-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,0 [17,0-79,7] 
Month 6 53,0 [17,0-79,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS13: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 26 (44,1) 
95%-CI [31,2-57,6] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,32[1,71-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,1 [37,6-68,0] 
Month 6 38,1 [21,3-54,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS13: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 13 (40,6) 
95%-CI [23,7-59,4] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 2,99[1,68-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,7 [25,5-66,9] 
Month 6 38,1 [15,6-60,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS13: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 14 (35,9) 
95%-CI [21,2-52,8] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 7,16[2,99-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,1 [46,8-81,1] 
Month 6 50,3 [28,5-68,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS14: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 40 (43,5) 
95%-CI [33,2-54,2] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,79-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,9 [43,2-66,8] 
Month 6 39,7 [26,0-53,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS14: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 10 (45,5) 
95%-CI [24,4-67,8] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,02[1,48-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,8 [28,4-76,4] 
Month 6 34,9 [10,4-61,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS15: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 14 (35,0) 
95%-CI [20,6-51,7] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 7,16[2,99-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,3 [47,3-81,1] 
Month 6 51,8 [30,4-69,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS15: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 33 (44,0) 
95%-CI [32,5-55,9] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 2,79[1,68-5,29] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,2 [31,3-59,8] 
Month 6 31,6 [17,1-47,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS16: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 10 (45,5) 
95%-CI [24,4-67,8] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 3,02[1,64-7,23] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,9 [22,8-73,4] 
Month 6 31,8 [9,0-58,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS16: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 42 (40,4) 
95%-CI [30,9-50,5] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[2,89-7,16] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [45,1-67,6] 
Month 6 42,9 [29,6-55,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS17: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1VSD_PSTS17: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 51 (41,8) 
95%-CI [32,9-51,1] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[2,83-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,3 [44,0-65,3] 
Month 6 39,3 [27,2-51,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS18: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

2.6.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 15 (46,9) 
95%-CI [29,1-65,3] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,73[1,71-6,90] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,8 [33,9-73,1] 
Month 6 27,9 [7,9-52,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSD_PSTS18: Time to first decrease in EQ-5D-VAS by at least 15 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in EQ-5D-VAS by at least 15 points by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 38 (38,8) 
95%-CI [29,1-49,2] 
EQ-5D-VAS - Time to decrease at least 15 points in months 
[95%-CI] 

 

Median 4,76[2,79-NE] 
EQ-5D-VAS - Time to decrease at least 15 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [43,8-67,6] 
Month 6 45,2 [31,8-57,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7 Subgruppenanalysen zum EQ-5D VAS (Veränderung gegenüber Studienbeginn) 

2.7.1 Merkmal Alter 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
EQ-5D-VAS Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 56 (98,2) 
Mean (SD) 69,80 (19,38) 
Median (Min – Max) 72,50 [5,00-97,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
Mean (SD) 1,30 (13,37) 
Median (Min – Max) 0,00 [-30,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) 3,00 (16,12) 
Median (Min – Max) 0,00 [-25,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 25 (89,3) 
Mean (SD) 2,32 (14,67) 
Median (Min – Max) 5,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 21 (95,5) 
Mean (SD) 3,62 (14,58) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 3,80 (12,96) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 4,54 (12,97) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 8,30 (12,34) 
Median (Min – Max) 1,50 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 6,00 (15,75) 
Median (Min – Max) 2,50 [-15,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 13,00 (20,80) 
Median (Min – Max) 10,00 [-5,00-45,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 26,67 (18,93) 
Median (Min – Max) 35,00 [5,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 23,33 (25,66) 
Median (Min – Max) 30,00 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 20,00 (21,21) 
Median (Min – Max) 20,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 20,00 (21,21) 
Median (Min – Max) 20,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 42 (73,7) 
Mean (SD) -4,74 (16,50) 
Median (Min – Max) -6,00 [-30,00-45,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
EQ-5D-VAS Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 51 (96,2) 
Mean (SD) 71,45 (19,23) 
Median (Min – Max) 75,00 [30,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) 0,11 (16,74) 
Median (Min – Max) 0,00 [-46,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 29 (85,3) 
Mean (SD) -1,21 (18,84) 
Median (Min – Max) 0,00 [-51,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,92 (15,53) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,38 (12,74) 
Median (Min – Max) 0,00 [-15,00-30,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 5,58 (13,69) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 5,90 (13,69) 
Median (Min – Max) 0,50 [-15,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 6,63 (14,68) 
Median (Min – Max) 2,50 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 11,63 (14,53) 
Median (Min – Max) 7,50 [-5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 11,00 (15,17) 
Median (Min – Max) 10,00 [-10,00-30,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 5,00 (20,82) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 15,00 (12,91) 
Median (Min – Max) 15,00 [0,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,00 (10,00) 
Median (Min – Max) 0,00 [-10,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 40 (75,5) 
Mean (SD) -12,25 (22,09) 
Median (Min – Max) -10,00 [-55,00-30,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
EQ-5D-VAS Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 75,50 (18,20) 
Median (Min – Max) 80,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -4,71 (20,28) 
Median (Min – Max) 0,00 [-50,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 2,62 (14,40) 
Median (Min – Max) 0,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 9,00 (14,50) 
Median (Min – Max) 10,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) -1,14 (13,04) 
Median (Min – Max) 0,00 [-20,00-23,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -4,33 (31,35) 
Median (Min – Max) 0,00 [-65,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,20 (12,44) 
Median (Min – Max) 0,00 [-20,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,00 (13,93) 
Median (Min – Max) 7,00 [-10,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 3,25 (20,30) 
Median (Min – Max) 7,50 [-25,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 19,00 (5,66) 
Median (Min – Max) 19,00 [15,00-23,00] 
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Table LT1VSC_PSHS01: EQ-5D-VAS - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 18,00 (7,07) 
Median (Min – Max) 18,00 [13,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (45,0) 
Mean (SD) -11,44 (25,26) 
Median (Min – Max) -1,00 [-50,00-20,00] 
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Table LT1VSC_PSHS02: EQ-5D-VAS - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.2 Merkmal: Geschlecht 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
EQ-5D-VAS Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 53 (100,0) 
Mean (SD) 69,47 (18,71) 
Median (Min – Max) 75,00 [30,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 43 (93,5) 
Mean (SD) 1,07 (16,11) 
Median (Min – Max) 0,00 [-50,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) 4,26 (19,18) 
Median (Min – Max) 2,50 [-30,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 24 (85,7) 
Mean (SD) 6,75 (15,72) 
Median (Min – Max) 6,50 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
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Table LT1VSC_PSHS02: EQ-5D-VAS - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 6,43 (12,57) 
Median (Min – Max) 5,00 [-20,00-30,00] 



Sobi Page 320 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 4,05 (19,82) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 3,58 (13,34) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 7,07 (13,01) 
Median (Min – Max) 2,50 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 6,64 (15,59) 
Median (Min – Max) 7,50 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 12,56 (13,04) 
Median (Min – Max) 15,00 [-10,00-30,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 13,71 (18,40) 
Median (Min – Max) 13,00 [-20,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 18,00 (13,49) 
Median (Min – Max) 21,50 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 14,60 (14,26) 
Median (Min – Max) 10,00 [0,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,25 (13,50) 
Median (Min – Max) 16,50 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS02: EQ-5D-VAS - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (67,9) 
Mean (SD) -7,28 (22,73) 
Median (Min – Max) -5,00 [-55,00-35,00] 
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Table LT1VSC_PSHS02: EQ-5D-VAS - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
EQ-5D-VAS Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 74 (96,1) 
Mean (SD) 72,72 (19,37) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 65 (92,9) 
Mean (SD) -0,92 (15,96) 
Median (Min – Max) 0,00 [-46,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 42 (84,0) 
Mean (SD) -1,05 (14,51) 
Median (Min – Max) 0,00 [-51,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 34 (87,2) 
Mean (SD) -0,03 (14,04) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -0,57 (13,71) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 1,50 (14,19) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 4,89 (12,67) 
Median (Min – Max) 0,00 [-5,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 7,63 (13,51) 
Median (Min – Max) 1,50 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 10,17 (17,10) 
Median (Min – Max) 2,50 [-7,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 15,00 (26,46) 
Median (Min – Max) 5,00 [-5,00-45,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 20,00 (28,28) 
Median (Min – Max) 20,00 [0,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 22,50 (31,82) 
Median (Min – Max) 22,50 [0,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (71,4) 
Mean (SD) -9,64 (18,42) 
Median (Min – Max) -10,00 [-50,00-45,00] 
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Table LT1VSC_PSHS03: EQ-5D-VAS - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.3 Merkmal: Ethnie 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
EQ-5D-VAS Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 112 (97,4) 
Mean (SD) 70,29 (19,10) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 96 (92,3) 
Mean (SD) -0,46 (16,60) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 65 (87,8) 
Mean (SD) 1,29 (17,25) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 48 (85,7) 
Mean (SD) 2,63 (15,07) 
Median (Min – Max) 1,50 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 37 (90,2) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 2,41 (14,27) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) 2,78 (18,39) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 4,00 (13,19) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 6,58 (12,69) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 7,84 (16,10) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 13,91 (16,43) 
Median (Min – Max) 15,00 [-10,00-45,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 17,00 (19,41) 
Median (Min – Max) 18,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 21,86 (15,99) 
Median (Min – Max) 23,00 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 14,60 (14,26) 
Median (Min – Max) 10,00 [0,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,25 (13,50) 
Median (Min – Max) 16,50 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 



Sobi Page 330 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS03: EQ-5D-VAS - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (67,8) 
Mean (SD) -9,22 (20,88) 
Median (Min – Max) -9,00 [-55,00-45,00] 



Sobi Page 331 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS03: EQ-5D-VAS - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
EQ-5D-VAS Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 79,33 (17,65) 
Median (Min – Max) 85,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 2,50 (9,69) 
Median (Min – Max) 0,00 [-10,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 1,55 (15,06) 
Median (Min – Max) 0,00 [-15,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 3,50 (15,46) 
Median (Min – Max) 1,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 4,71 (8,88) 
Median (Min – Max) 0,00 [-2,00-20,00] 
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Table LT1VSC_PSHS03: EQ-5D-VAS - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,83 (13,72) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,00 (12,94) 
Median (Min – Max) 0,00 [-10,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,67 (16,07) 
Median (Min – Max) 5,00 [0,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
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Table LT1VSC_PSHS03: EQ-5D-VAS - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -5,62 (15,34) 
Median (Min – Max) -5,00 [-40,00-20,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.4 Merkmal: Region-1 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
EQ-5D-VAS Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 68,82 (19,98) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 42 (93,3) 
Mean (SD) -0,14 (15,84) 
Median (Min – Max) 0,00 [-45,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 29 (87,9) 
Mean (SD) 2,10 (14,31) 
Median (Min – Max) 0,00 [-30,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 23 (85,2) 
Mean (SD) 4,52 (13,89) 
Median (Min – Max) 2,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,12 (14,21) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,94 (22,12) 
Median (Min – Max) 0,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 4,91 (16,16) 
Median (Min – Max) 0,00 [-15,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 9,33 (14,54) 
Median (Min – Max) 0,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 20,00 (13,42) 
Median (Min – Max) 20,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 24,00 (14,75) 
Median (Min – Max) 20,00 [5,00-45,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 17,00 (25,88) 
Median (Min – Max) 30,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 25,00 (16,58) 
Median (Min – Max) 30,00 [0,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,33 (23,63) 
Median (Min – Max) 0,00 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 35 (68,6) 
Mean (SD) -5,40 (22,04) 
Median (Min – Max) -5,00 [-45,00-45,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
EQ-5D-VAS Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) 81,75 (11,05) 
Median (Min – Max) 82,50 [60,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 21 (87,5) 
Mean (SD) 1,05 (10,99) 
Median (Min – Max) 0,00 [-25,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 11 (68,8) 
Mean (SD) -4,91 (12,54) 
Median (Min – Max) -5,00 [-25,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,91 (17,27) 
Median (Min – Max) 0,00 [-25,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 2,78 (15,33) 
Median (Min – Max) 0,00 [-20,00-29,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 8,00 (13,70) 
Median (Min – Max) 6,50 [-10,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,00 (16,61) 
Median (Min – Max) 0,00 [-20,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 16,00 (14,42) 
Median (Min – Max) 20,00 [0,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,20 (21,65) 
Median (Min – Max) 0,00 [-25,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -8,18 (17,20) 
Median (Min – Max) -5,00 [-50,00-28,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
EQ-5D-VAS Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 47 (97,9) 
Mean (SD) 68,36 (19,91) 
Median (Min – Max) 70,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) -1,02 (18,24) 
Median (Min – Max) 0,00 [-50,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 35 (97,2) 
Mean (SD) 2,26 (19,81) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 1,96 (15,44) 
Median (Min – Max) 2,50 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 4,00 (12,75) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 7,36 (8,44) 
Median (Min – Max) 5,00 [-5,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 3,64 (7,00) 
Median (Min – Max) 0,00 [-5,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 2,80 (10,03) 
Median (Min – Max) 1,50 [-10,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,44 (8,52) 
Median (Min – Max) 0,00 [-15,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,50 (10,37) 
Median (Min – Max) 2,50 [-10,00-15,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 9,33 (4,04) 
Median (Min – Max) 10,00 [5,00-13,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (10,61) 
Median (Min – Max) 2,50 [-5,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 7,50 (3,54) 
Median (Min – Max) 7,50 [5,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,50 (3,54) 
Median (Min – Max) 7,50 [5,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS04: EQ-5D-VAS - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (66,7) 
Mean (SD) -13,22 (20,17) 
Median (Min – Max) -10,00 [-55,00-30,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.5 Merkmal: Region-2 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
EQ-5D-VAS Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 68,82 (19,98) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 42 (93,3) 
Mean (SD) -0,14 (15,84) 
Median (Min – Max) 0,00 [-45,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 29 (87,9) 
Mean (SD) 2,10 (14,31) 
Median (Min – Max) 0,00 [-30,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 23 (85,2) 
Mean (SD) 4,52 (13,89) 
Median (Min – Max) 2,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,12 (14,21) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,94 (22,12) 
Median (Min – Max) 0,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 4,91 (16,16) 
Median (Min – Max) 0,00 [-15,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 9,33 (14,54) 
Median (Min – Max) 0,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 20,00 (13,42) 
Median (Min – Max) 20,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 24,00 (14,75) 
Median (Min – Max) 20,00 [5,00-45,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 17,00 (25,88) 
Median (Min – Max) 30,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 25,00 (16,58) 
Median (Min – Max) 30,00 [0,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,33 (23,63) 
Median (Min – Max) 0,00 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 35 (68,6) 
Mean (SD) -5,40 (22,04) 
Median (Min – Max) -5,00 [-45,00-45,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
EQ-5D-VAS Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 77 (97,5) 
Mean (SD) 73,01 (18,43) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 66 (93,0) 
Mean (SD) -0,12 (16,18) 
Median (Min – Max) 0,00 [-50,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 47 (88,7) 
Mean (SD) 0,85 (18,38) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 35 (87,5) 
Mean (SD) 1,63 (15,79) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 3,81 (13,20) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 7,59 (10,16) 
Median (Min – Max) 5,00 [-10,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 3,41 (10,82) 
Median (Min – Max) 0,00 [-20,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 5,85 (11,99) 
Median (Min – Max) 3,00 [-10,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 2,43 (13,81) 
Median (Min – Max) 0,00 [-25,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 5,43 (12,23) 
Median (Min – Max) 10,00 [-10,00-23,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 12,75 (7,59) 
Median (Min – Max) 11,50 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 9,33 (14,01) 
Median (Min – Max) 10,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS05: EQ-5D-VAS - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 56 (70,9) 
Mean (SD) -10,77 (18,78) 
Median (Min – Max) -9,00 [-55,00-30,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
EQ-5D-VAS Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 71,50 (5,80) 
Median (Min – Max) 72,50 [60,00-80,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 6,11 (9,33) 
Median (Min – Max) 5,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,00 (16,73) 
Median (Min – Max) 0,00 [-25,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,20 (17,87) 
Median (Min – Max) 0,00 [-25,00-24,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 4,50 (13,82) 
Median (Min – Max) 2,50 [-10,00-23,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,33 (10,07) 
Median (Min – Max) 8,00 [0,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,00 (8,66) 
Median (Min – Max) 0,00 [0,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 7,50 (17,68) 
Median (Min – Max) 7,50 [-5,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (15,37) 
Median (Min – Max) 20,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,50 (2,12) 
Median (Min – Max) 21,50 [20,00-23,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (30,41) 
Median (Min – Max) 1,50 [-20,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,50 (2,12) 
Median (Min – Max) 21,50 [20,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 11,50 (16,26) 
Median (Min – Max) 11,50 [0,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -20,83 (13,93) 
Median (Min – Max) -22,50 [-40,00--5,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
EQ-5D-VAS Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 73,05 (12,97) 
Median (Min – Max) 75,00 [45,00-95,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) -3,16 (15,82) 
Median (Min – Max) 0,00 [-46,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -3,60 (19,42) 
Median (Min – Max) 1,50 [-51,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -0,60 (17,30) 
Median (Min – Max) 7,50 [-36,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -1,88 (16,46) 
Median (Min – Max) 2,50 [-25,00-20,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 4,20 (20,33) 
Median (Min – Max) -4,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 5,50 (13,18) 
Median (Min – Max) 0,50 [-4,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 11,25 (14,93) 
Median (Min – Max) 10,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,67 (6,03) 
Median (Min – Max) 0,00 [-7,00-5,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 15,00 (NE) 
Median (Min – Max) 15,00 [15,00-15,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 13,00 (NE) 
Median (Min – Max) 13,00 [13,00-13,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) -5,85 (14,05) 
Median (Min – Max) -5,00 [-31,00-10,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
EQ-5D-VAS Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 77,59 (15,66) 
Median (Min – Max) 80,00 [50,00-97,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 7,50 (16,51) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 1,75 (19,20) 
Median (Min – Max) -2,50 [-30,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 5,67 (17,18) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 11,43 (15,70) 
Median (Min – Max) 15,00 [-10,00-30,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,60 (11,67) 
Median (Min – Max) 5,00 [-2,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,20 (14,67) 
Median (Min – Max) 0,00 [-10,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,33 (15,37) 
Median (Min – Max) 3,00 [0,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 16,50 (16,26) 
Median (Min – Max) 16,50 [5,00-28,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) -8,00 (22,61) 
Median (Min – Max) -5,00 [-45,00-30,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
EQ-5D-VAS Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 80 (97,6) 
Mean (SD) 69,60 (21,80) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 66 (91,7) 
Mean (SD) -1,73 (16,20) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 2,27 (16,10) 
Median (Min – Max) 0,00 [-30,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 34 (81,0) 
Mean (SD) 3,74 (13,66) 
Median (Min – Max) 1,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) 1,56 (11,44) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) -0,20 (18,81) 
Median (Min – Max) 0,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 2,75 (13,92) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 5,31 (12,53) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 7,08 (17,64) 
Median (Min – Max) 7,50 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 11,11 (17,99) 
Median (Min – Max) 10,00 [-10,00-45,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 20,00 (17,03) 
Median (Min – Max) 20,00 [0,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 18,33 (19,66) 
Median (Min – Max) 20,00 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 10,00 (18,71) 
Median (Min – Max) 7,50 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 16,67 (16,07) 
Median (Min – Max) 10,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS06: EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (72,0) 
Mean (SD) -8,25 (21,19) 
Median (Min – Max) -10,00 [-55,00-45,00] 
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Table LT1VSC_PSHS07: EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.7 Merkmal: Bulky Erkrankung 

 EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 126 
EQ-5D-VAS Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 123 (97,6) 
Mean (SD) 71,81 (19,03) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 105 (92,9) 
Mean (SD) 0,06 (16,01) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 76 (89,4) 
Mean (SD) 1,33 (16,85) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 57 (86,4) 
Mean (SD) 3,26 (14,67) 
Median (Min – Max) 2,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 44 (89,8) 
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Table LT1VSC_PSHS07: EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 2,77 (13,50) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS07: EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 33 (91,7) 
Mean (SD) 2,97 (17,45) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) 4,00 (12,91) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 7,27 (12,87) 
Median (Min – Max) 1,50 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 7,70 (15,69) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 13,17 (15,88) 
Median (Min – Max) 12,50 [-10,00-45,00] 
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Table LT1VSC_PSHS07: EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 15,11 (19,02) 
Median (Min – Max) 13,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 19,13 (16,70) 
Median (Min – Max) 21,50 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 10,50 (16,23) 
Median (Min – Max) 7,50 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,25 (13,50) 
Median (Min – Max) 16,50 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS07: EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 90 (71,4) 
Mean (SD) -8,80 (20,24) 
Median (Min – Max) -7,50 [-55,00-45,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.8 Merkmal: Double/Triple-Hit 
 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
EQ-5D-VAS Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 63,93 (20,96) 
Median (Min – Max) 57,50 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -1,92 (22,13) 
Median (Min – Max) 0,00 [-45,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 6,29 (20,81) 
Median (Min – Max) 0,00 [-25,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 11,50 (17,36) 
Median (Min – Max) 10,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 3,50 (15,02) 
Median (Min – Max) -0,50 [-10,00-25,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -11,50 (36,95) 
Median (Min – Max) -0,50 [-65,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,67 (17,62) 
Median (Min – Max) 0,00 [-1,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,00 (14,73) 
Median (Min – Max) 0,00 [-1,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 27,50 (10,61) 
Median (Min – Max) 27,50 [20,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 32,50 (17,68) 
Median (Min – Max) 32,50 [20,00-45,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 37,50 (3,54) 
Median (Min – Max) 37,50 [35,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 37,50 (10,61) 
Median (Min – Max) 37,50 [30,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -2,33 (31,82) 
Median (Min – Max) -1,00 [-45,00-45,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
EQ-5D-VAS Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 113 (97,4) 
Mean (SD) 72,28 (18,74) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 96 (92,3) 
Mean (SD) 0,09 (15,17) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 69 (88,5) 
Mean (SD) 0,83 (16,50) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 1,77 (14,56) 
Median (Min – Max) 1,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) 2,70 (13,55) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 4,97 (12,94) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 3,32 (12,53) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 7,16 (13,01) 
Median (Min – Max) 3,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 5,50 (14,74) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 9,30 (13,18) 
Median (Min – Max) 10,00 [-10,00-30,00] 



Sobi Page 377 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 8,71 (16,29) 
Median (Min – Max) 10,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 13,00 (13,71) 
Median (Min – Max) 15,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,60 (12,22) 
Median (Min – Max) 5,00 [-10,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS08: EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Double/Triple 
hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 82 (70,7) 
Mean (SD) -9,40 (18,60) 
Median (Min – Max) -9,00 [-55,00-30,00] 

 



Sobi Page 379 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.9 Merkmal: Transformation des DLBCL 
 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
EQ-5D-VAS Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 74,78 (18,31) 
Median (Min – Max) 75,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 0,60 (13,48) 
Median (Min – Max) 0,00 [-25,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 3,07 (14,56) 
Median (Min – Max) 4,00 [-30,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 8,00 (11,93) 
Median (Min – Max) 5,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 



Sobi Page 380 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 6,44 (11,07) 
Median (Min – Max) 10,00 [-10,00-23,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 14,40 (10,69) 
Median (Min – Max) 12,00 [5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,00 (10,61) 
Median (Min – Max) 10,00 [0,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,60 (15,39) 
Median (Min – Max) 10,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,67 (19,14) 
Median (Min – Max) 0,00 [-15,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,67 (17,79) 
Median (Min – Max) -5,00 [-10,00-23,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,33 (14,01) 
Median (Min – Max) 10,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 17 (70,8) 
Mean (SD) -7,00 (19,43) 
Median (Min – Max) 0,00 [-50,00-20,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
EQ-5D-VAS Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 104 (98,1) 
Mean (SD) 70,61 (19,26) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 88 (92,6) 
Mean (SD) -0,30 (16,55) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 62 (88,6) 
Mean (SD) 0,94 (17,41) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 47 (87,0) 
Mean (SD) 1,55 (15,49) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 35 (89,7) 
Mean (SD) 1,83 (14,04) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 0,93 (17,76) 
Median (Min – Max) 0,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 2,70 (13,19) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
Mean (SD) 6,29 (12,40) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 8,59 (15,52) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 16,67 (14,58) 
Median (Min – Max) 15,00 [-5,00-45,00] 
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Table LT1VSC_PSHS09: EQ-5D-VAS - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 16,33 (23,21) 
Median (Min – Max) 21,50 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 25,00 (16,58) 
Median (Min – Max) 30,00 [0,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 8,33 (23,63) 
Median (Min – Max) 0,00 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 74 (69,8) 
Mean (SD) -9,09 (20,42) 
Median (Min – Max) -10,00 [-55,00-45,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
EQ-5D-VAS Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 74,93 (18,26) 
Median (Min – Max) 77,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) -0,76 (11,49) 
Median (Min – Max) 0,00 [-40,00-22,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) -0,78 (10,33) 
Median (Min – Max) 0,00 [-25,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) -0,16 (13,77) 
Median (Min – Max) 0,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,18 (11,81) 
Median (Min – Max) 0,00 [-20,00-20,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 3,86 (12,64) 
Median (Min – Max) 2,50 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,21 (10,23) 
Median (Min – Max) 0,00 [-20,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 4,20 (10,72) 
Median (Min – Max) 0,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,25 (12,95) 
Median (Min – Max) 2,50 [-25,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 13,33 (7,64) 
Median (Min – Max) 15,00 [5,00-20,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,33 (16,62) 
Median (Min – Max) 0,00 [-20,00-13,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 10,00 (14,14) 
Median (Min – Max) 10,00 [0,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -5,00 (7,07) 
Median (Min – Max) -5,00 [-10,00-0,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 33 (76,7) 
Mean (SD) -9,30 (14,78) 
Median (Min – Max) -10,00 [-40,00-20,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
EQ-5D-VAS Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 69,55 (23,59) 
Median (Min – Max) 72,50 [5,00-95,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) -2,69 (14,44) 
Median (Min – Max) 0,00 [-46,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) -1,71 (23,22) 
Median (Min – Max) 2,50 [-51,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 3,40 (19,32) 
Median (Min – Max) 8,50 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 5,63 (11,48) 
Median (Min – Max) 0,00 [-5,00-30,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,83 (12,42) 
Median (Min – Max) 2,50 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,67 (18,72) 
Median (Min – Max) 1,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,67 (16,07) 
Median (Min – Max) 5,00 [0,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,67 (20,21) 
Median (Min – Max) 0,00 [0,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 12,50 (24,75) 
Median (Min – Max) 12,50 [-5,00-30,00] 
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Table LT1VSC_PSHS10: EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 30,00 (NE) 
Median (Min – Max) 30,00 [30,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 30,00 (NE) 
Median (Min – Max) 30,00 [30,00-30,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 14 (66,7) 
Mean (SD) -8,86 (20,76) 
Median (Min – Max) -9,00 [-40,00-30,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.11 Merkmal: Maximaler längster Durchmesser 
 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
EQ-5D-VAS Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 74 (97,4) 
Mean (SD) 72,74 (18,59) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 62 (89,9) 
Mean (SD) 0,56 (15,93) 
Median (Min – Max) 0,00 [-46,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 51 (89,5) 
Mean (SD) 1,94 (18,44) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) 3,76 (13,49) 
Median (Min – Max) 3,50 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 3,23 (13,69) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 23 (92,0) 
Mean (SD) 2,57 (19,39) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 3,55 (12,04) 
Median (Min – Max) 0,00 [-20,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 7,81 (11,53) 
Median (Min – Max) 4,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 6,23 (16,22) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 9,78 (16,93) 
Median (Min – Max) 10,00 [-10,00-45,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 15,17 (14,44) 
Median (Min – Max) 11,50 [0,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 14,60 (20,08) 
Median (Min – Max) 10,00 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 7,00 (13,64) 
Median (Min – Max) 7,50 [-10,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 51 (67,1) 
Mean (SD) -8,12 (21,18) 
Median (Min – Max) -5,00 [-55,00-45,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
EQ-5D-VAS Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 70,15 (17,34) 
Median (Min – Max) 75,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
Mean (SD) -0,87 (17,64) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -1,94 (11,26) 
Median (Min – Max) 0,00 [-25,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -0,77 (18,53) 
Median (Min – Max) -2,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,00 (13,46) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 2,71 (13,86) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,83 (14,29) 
Median (Min – Max) -2,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,75 (17,97) 
Median (Min – Max) -2,50 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,60 (17,18) 
Median (Min – Max) 0,00 [-7,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 30,00 (NE) 
Median (Min – Max) 30,00 [30,00-30,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 30,00 (NE) 
Median (Min – Max) 30,00 [30,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 30,00 (NE) 
Median (Min – Max) 30,00 [30,00-30,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 27 (79,4) 
Mean (SD) -11,19 (17,48) 
Median (Min – Max) -15,00 [-40,00-30,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
EQ-5D-VAS Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 75,78 (18,65) 
Median (Min – Max) 75,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) -9,29 (13,05) 
Median (Min – Max) -5,00 [-25,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,00 (17,82) 
Median (Min – Max) 0,00 [-25,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -6,75 (12,61) 
Median (Min – Max) -2,50 [-25,00-3,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -7,50 (3,54) 
Median (Min – Max) -7,50 [-10,00--5,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,00 (NE) 
Median (Min – Max) -5,00 [-5,00--5,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,00 (NE) 
Median (Min – Max) 20,00 [20,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,00 (NE) 
Median (Min – Max) 20,00 [20,00-20,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -20,00 (NE) 
Median (Min – Max) -20,00 [-20,00--20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,00 (NE) 
Median (Min – Max) 20,00 [20,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) -19,60 (26,12) 
Median (Min – Max) -21,00 [-50,00-10,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
EQ-5D-VAS Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 56,86 (28,68) 
Median (Min – Max) 70,00 [5,00-85,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,60 (4,28) 
Median (Min – Max) 5,00 [-2,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 9,00 (1,41) 
Median (Min – Max) 9,00 [8,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,50 (3,54) 
Median (Min – Max) 12,50 [10,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 15,00 (NE) 
Median (Min – Max) 15,00 [15,00-15,00] 
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Table LT1VSC_PSHS11: EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,40 (6,69) 
Median (Min – Max) 0,00 [-8,00-10,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.12 Merkmal: Primärdiagnose 
 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
EQ-5D-VAS Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 109 (97,3) 
Mean (SD) 72,46 (18,79) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 93 (92,1) 
Mean (SD) 0,90 (15,28) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 69 (88,5) 
Mean (SD) 1,33 (17,35) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 2,44 (14,58) 
Median (Min – Max) 2,50 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 2,70 (13,55) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 4,97 (12,94) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 3,32 (12,53) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 7,16 (13,01) 
Median (Min – Max) 3,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 5,50 (14,74) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 9,30 (13,18) 
Median (Min – Max) 10,00 [-10,00-30,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 8,71 (16,29) 
Median (Min – Max) 10,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 13,00 (13,71) 
Median (Min – Max) 15,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,60 (12,22) 
Median (Min – Max) 5,00 [-10,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (69,6) 
Mean (SD) -9,31 (18,79) 
Median (Min – Max) -7,50 [-55,00-30,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
EQ-5D-VAS Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 63,18 (22,94) 
Median (Min – Max) 50,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -5,80 (22,28) 
Median (Min – Max) -2,50 [-45,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,80 (10,99) 
Median (Min – Max) 0,00 [-1,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 9,80 (18,85) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 3,50 (15,02) 
Median (Min – Max) -0,50 [-10,00-25,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -11,50 (36,95) 
Median (Min – Max) -0,50 [-65,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,67 (17,62) 
Median (Min – Max) 0,00 [-1,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,00 (14,73) 
Median (Min – Max) 0,00 [-1,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 27,50 (10,61) 
Median (Min – Max) 27,50 [20,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 32,50 (17,68) 
Median (Min – Max) 32,50 [20,00-45,00] 
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Table LT1VSC_PSHS12: EQ-5D-VAS - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 37,50 (3,54) 
Median (Min – Max) 37,50 [35,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 37,50 (10,61) 
Median (Min – Max) 37,50 [30,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -3,44 (32,10) 
Median (Min – Max) -1,00 [-45,00-45,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
EQ-5D-VAS Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 74,29 (17,11) 
Median (Min – Max) 75,00 [40,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 47 (90,4) 
Mean (SD) 0,34 (12,98) 
Median (Min – Max) 0,00 [-50,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 33 (86,8) 
Mean (SD) -0,42 (18,55) 
Median (Min – Max) 0,00 [-30,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) 6,09 (14,64) 
Median (Min – Max) 10,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 3,58 (15,28) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 5,19 (12,48) 
Median (Min – Max) 5,00 [-20,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 2,47 (11,76) 
Median (Min – Max) 0,00 [-20,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 6,10 (12,34) 
Median (Min – Max) 4,00 [-10,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 2,82 (15,25) 
Median (Min – Max) 0,00 [-25,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 6,60 (13,79) 
Median (Min – Max) 10,00 [-10,00-23,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 12,75 (7,59) 
Median (Min – Max) 11,50 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 9,33 (14,01) 
Median (Min – Max) 10,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (9,29) 
Median (Min – Max) 10,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) -10,34 (18,53) 
Median (Min – Max) -10,00 [-55,00-30,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
EQ-5D-VAS Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
Mean (SD) 70,97 (17,58) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) -3,82 (15,57) 
Median (Min – Max) 0,00 [-45,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 0,12 (8,53) 
Median (Min – Max) 0,00 [-20,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -1,93 (15,63) 
Median (Min – Max) -1,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 0,00 (12,25) 
Median (Min – Max) 0,00 [-20,00-20,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -4,00 (32,00) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 5,25 (13,91) 
Median (Min – Max) 0,50 [-5,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 7,50 (15,55) 
Median (Min – Max) 2,50 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,67 (6,03) 
Median (Min – Max) 0,00 [-7,00-5,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (7,07) 
Median (Min – Max) 0,00 [-5,00-5,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) -10,09 (19,29) 
Median (Min – Max) -7,00 [-50,00-20,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
EQ-5D-VAS Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 67,21 (22,54) 
Median (Min – Max) 70,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 2,33 (19,70) 
Median (Min – Max) 0,00 [-46,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 26 (96,3) 
Mean (SD) 4,35 (18,73) 
Median (Min – Max) 3,50 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 2,29 (14,78) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,38 (12,50) 
Median (Min – Max) 0,00 [-15,00-30,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 3,55 (13,83) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 6,00 (15,42) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 8,63 (13,92) 
Median (Min – Max) 0,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 20,83 (12,42) 
Median (Min – Max) 20,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 25,00 (13,23) 
Median (Min – Max) 20,00 [10,00-45,00] 
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Table LT1VSC_PSHS13: EQ-5D-VAS - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 21,25 (27,80) 
Median (Min – Max) 32,50 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 31,25 (10,31) 
Median (Min – Max) 30,00 [20,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 17,50 (24,75) 
Median (Min – Max) 17,50 [0,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 35,00 (NE) 
Median (Min – Max) 35,00 [35,00-35,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (76,9) 
Mean (SD) -5,57 (22,90) 
Median (Min – Max) -3,00 [-50,00-45,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
EQ-5D-VAS Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 89 (96,7) 
Mean (SD) 72,43 (18,55) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 79 (91,9) 
Mean (SD) 0,19 (16,10) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 59 (89,4) 
Mean (SD) 0,44 (17,47) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 42 (85,7) 
Mean (SD) 0,71 (13,95) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 32 (94,1) 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 2,78 (12,18) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 4,92 (11,98) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 2,59 (12,77) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 5,00 (13,15) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 4,36 (15,97) 
Median (Min – Max) 2,50 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 6,43 (14,64) 
Median (Min – Max) 5,00 [-10,00-30,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 5,00 (18,03) 
Median (Min – Max) 5,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 11,00 (14,32) 
Median (Min – Max) 10,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,25 (8,54) 
Median (Min – Max) 2,50 [-10,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,50 (3,54) 
Median (Min – Max) 7,50 [5,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 62 (67,4) 
Mean (SD) -9,92 (19,82) 
Median (Min – Max) -8,50 [-55,00-30,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
EQ-5D-VAS Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 72,14 (20,48) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -1,12 (15,13) 
Median (Min – Max) 0,00 [-40,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,70 (17,72) 
Median (Min – Max) 2,50 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 5,67 (18,49) 
Median (Min – Max) 10,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 5,50 (20,96) 
Median (Min – Max) 7,50 [-25,00-30,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,25 (19,31) 
Median (Min – Max) 2,50 [-20,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,33 (11,55) 
Median (Min – Max) 15,00 [-5,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 13,33 (11,55) 
Median (Min – Max) 20,00 [0,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,00 (11,53) 
Median (Min – Max) 10,00 [0,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 16,50 (9,19) 
Median (Min – Max) 16,50 [10,00-23,00] 
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Table LT1VSC_PSHS14: EQ-5D-VAS - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 17 (77,3) 
Mean (SD) -13,59 (15,21) 
Median (Min – Max) -15,00 [-40,00-10,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
EQ-5D-VAS Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 72,26 (19,73) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) -1,45 (18,09) 
Median (Min – Max) 0,00 [-50,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 3,07 (17,87) 
Median (Min – Max) 0,00 [-51,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 20 (80,0) 
Mean (SD) 3,30 (16,78) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 2,76 (13,40) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 2,23 (22,33) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 2,83 (11,98) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 4,40 (13,26) 
Median (Min – Max) 0,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 7,00 (15,31) 
Median (Min – Max) 7,50 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 9,38 (12,94) 
Median (Min – Max) 10,00 [-10,00-30,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 6,60 (18,38) 
Median (Min – Max) 10,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 15,00 (12,91) 
Median (Min – Max) 15,00 [0,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,00 (10,00) 
Median (Min – Max) 0,00 [-10,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 26 (65,0) 
Mean (SD) -12,19 (21,39) 
Median (Min – Max) -9,00 [-50,00-30,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
EQ-5D-VAS Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 74 (98,7) 
Mean (SD) 72,70 (18,45) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 60 (93,8) 
Mean (SD) 0,00 (14,51) 
Median (Min – Max) 0,00 [-30,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -3,18 (13,53) 
Median (Min – Max) 0,00 [-30,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 0,57 (13,81) 
Median (Min – Max) 1,00 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
Mean (SD) 2,60 (12,53) 
Median (Min – Max) 0,00 [-20,00-29,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 4,73 (12,31) 
Median (Min – Max) 5,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 2,69 (13,25) 
Median (Min – Max) 0,00 [-15,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 9,10 (12,54) 
Median (Min – Max) 4,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 3,63 (14,79) 
Median (Min – Max) 0,00 [-15,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 9,00 (19,80) 
Median (Min – Max) 9,00 [-5,00-23,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,00 (12,73) 
Median (Min – Max) 14,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 9,00 (19,80) 
Median (Min – Max) 9,00 [-5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,00 (12,73) 
Median (Min – Max) 14,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,00 (12,73) 
Median (Min – Max) 14,00 [5,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS15: EQ-5D-VAS - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (76,0) 
Mean (SD) -7,77 (18,11) 
Median (Min – Max) -5,00 [-55,00-30,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
EQ-5D-VAS Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 76,23 (19,95) 
Median (Min – Max) 77,50 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,88 (8,74) 
Median (Min – Max) 0,00 [-20,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,50 (11,36) 
Median (Min – Max) 1,50 [-20,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,78 (15,09) 
Median (Min – Max) 7,00 [-20,00-24,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -4,50 (16,48) 
Median (Min – Max) -5,00 [-25,00-23,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,50 (17,08) 
Median (Min – Max) -5,00 [-20,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,00 (14,14) 
Median (Min – Max) 5,00 [-5,00-15,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,00 (14,14) 
Median (Min – Max) 10,00 [0,00-20,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 11,50 (16,26) 
Median (Min – Max) 11,50 [0,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -11,61 (13,54) 
Median (Min – Max) -10,00 [-40,00-10,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
EQ-5D-VAS Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 101 (97,1) 
Mean (SD) 70,85 (18,86) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 89 (92,7) 
Mean (SD) 0,56 (16,66) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 65 (89,0) 
Mean (SD) 1,78 (17,70) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 48 (87,3) 
Mean (SD) 3,02 (15,29) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) 4,03 (13,01) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 3,86 (17,97) 
Median (Min – Max) 5,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 4,08 (13,35) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 7,37 (13,36) 
Median (Min – Max) 3,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 5,65 (14,93) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 9,00 (12,87) 
Median (Min – Max) 10,00 [-10,00-30,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 10,43 (18,52) 
Median (Min – Max) 10,00 [-20,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 14,17 (14,97) 
Median (Min – Max) 15,00 [-5,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 8,00 (16,81) 
Median (Min – Max) 5,00 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 16,67 (16,07) 
Median (Min – Max) 10,00 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS16: EQ-5D-VAS - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 70 (67,3) 
Mean (SD) -8,61 (20,62) 
Median (Min – Max) -6,00 [-55,00-35,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.17 Merkmal: Vorherige CAR-T-Therapie 
 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
EQ-5D-VAS Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 72,88 (16,27) 
Median (Min – Max) 72,50 [50,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -3,00 (18,71) 
Median (Min – Max) 1,00 [-40,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 3,00 (7,16) 
Median (Min – Max) 3,50 [-5,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,00 (5,23) 
Median (Min – Max) 7,50 [-1,00-10,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 11,33 (10,97) 
Median (Min – Max) 15,00 [-1,00-20,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,33 (16,44) 
Median (Min – Max) 5,00 [-1,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,67 (18,18) 
Median (Min – Max) -1,00 [-10,00-25,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,67 (17,62) 
Median (Min – Max) 0,00 [-1,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -9,83 (20,66) 
Median (Min – Max) -4,50 [-35,00-10,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
EQ-5D-VAS Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 119 (97,5) 
Mean (SD) 71,26 (19,32) 
Median (Min – Max) 75,00 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 102 (92,7) 
Mean (SD) 0,04 (15,89) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 72 (87,8) 
Mean (SD) 1,24 (17,26) 
Median (Min – Max) 0,00 [-51,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 54 (85,7) 
Mean (SD) 2,54 (15,48) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 41 (89,1) 
Mean (SD) 2,15 (13,56) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 2,13 (17,59) 
Median (Min – Max) 2,50 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 3,92 (12,64) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 6,89 (12,56) 
Median (Min – Max) 3,00 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 7,84 (16,10) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 13,17 (15,88) 
Median (Min – Max) 12,50 [-10,00-45,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 15,11 (19,02) 
Median (Min – Max) 13,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 19,13 (16,70) 
Median (Min – Max) 21,50 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 10,50 (16,23) 
Median (Min – Max) 7,50 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,25 (13,50) 
Median (Min – Max) 16,50 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
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Table LT1VSC_PSHS17: EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 85 (69,7) 
Mean (SD) -8,62 (20,23) 
Median (Min – Max) -7,00 [-55,00-45,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

2.7.18 Merkmal: Arzneimittelformulierung 
 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
EQ-5D-VAS Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 70,94 (20,62) 
Median (Min – Max) 72,50 [5,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 1,75 (15,72) 
Median (Min – Max) 0,00 [-46,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -0,42 (18,34) 
Median (Min – Max) 0,00 [-51,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,50 (18,55) 
Median (Min – Max) 0,00 [-36,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 5,64 (16,40) 
Median (Min – Max) 0,00 [-20,00-30,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,20 (12,24) 
Median (Min – Max) 5,00 [-4,00-27,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,40 (14,05) 
Median (Min – Max) 0,00 [-5,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,50 (14,71) 
Median (Min – Max) 1,50 [-5,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 7,00 (18,52) 
Median (Min – Max) 0,00 [-7,00-28,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,00 (NE) 
Median (Min – Max) -5,00 [-5,00--5,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) -11,22 (15,81) 
Median (Min – Max) -10,00 [-40,00-28,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
EQ-5D-VAS Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 95 (96,9) 
Mean (SD) 71,51 (18,66) 
Median (Min – Max) 75,00 [25,00-100,00] 
 
EQ-5D-VAS - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 80 (90,9) 
Mean (SD) -0,79 (16,11) 
Median (Min – Max) 0,00 [-50,00-55,00] 
 
EQ-5D-VAS - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 57 (87,7) 
Mean (SD) 1,91 (16,46) 
Median (Min – Max) 0,00 [-30,00-50,00] 
 
EQ-5D-VAS - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 42 (84,0) 
Mean (SD) 4,02 (13,46) 
Median (Min – Max) 2,50 [-25,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 33 (86,8) 
Mean (SD) 1,82 (12,53) 
Median (Min – Max) 0,00 [-25,00-30,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
EQ-5D-VAS - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 1,68 (18,09) 
Median (Min – Max) 0,00 [-65,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 3,48 (12,92) 
Median (Min – Max) 0,00 [-20,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 7,44 (12,90) 
Median (Min – Max) 2,50 [-10,00-30,00] 
 
EQ-5D-VAS - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 7,82 (15,79) 
Median (Min – Max) 5,00 [-25,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 14,82 (15,54) 
Median (Min – Max) 15,00 [-10,00-45,00] 
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Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
EQ-5D-VAS - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 15,11 (19,02) 
Median (Min – Max) 13,00 [-20,00-40,00] 
 
EQ-5D-VAS - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 19,13 (16,70) 
Median (Min – Max) 21,50 [-5,00-45,00] 
 
EQ-5D-VAS - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 10,50 (16,23) 
Median (Min – Max) 7,50 [-10,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,25 (13,50) 
Median (Min – Max) 16,50 [5,00-35,00] 
 
EQ-5D-VAS - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 



Sobi Page 464 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1VSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:37:23 

 
Table LT1VSC_PSHS18: EQ-5D-VAS - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. VAS = visual analogue scale. 
Source Data: aqs, created on: 10JAN2023 

 EQ-5D-VAS - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
EQ-5D-VAS - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 68 (69,4) 
Mean (SD) -7,85 (21,45) 
Median (Min – Max) -5,00 [-55,00-45,00] 
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Table LT1FPD_PSTS01: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3 Endpunktkategorie: Gesundheitsbezogene Lebensqualität 

3.1 Subgruppenanalysen zum FACT-Lym – körperliches Wohlbefinden (Zeit bis zur Verschlechterung) 

3.1.1 Merkmal Alter 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 18 (31,6) 
95%-CI [19,9-45,2] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [53,4-80,8] 
Month 6 53,8 [32,5-71,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS01: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 23 (43,4) 
95%-CI [29,8-57,7] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,71[2,14-7,16] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,8 [50,0-79,1] 
Month 6 31,8 [14,9-50,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS01: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 5 (25,0) 
95%-CI [8,7-49,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [52,7-91,5] 
Month 6 70,0 [40,7-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS02: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 18 (34,0) 
95%-CI [21,5-48,3] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 7,16[3,32-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,6 [58,5-85,2] 
Month 6 51,6 [32,4-67,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS02: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 28 (36,4) 
95%-CI [25,7-48,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [52,7-76,8] 
Month 6 46,5 [30,1-61,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS03: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 41 (35,7) 
95%-CI [26,9-45,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,48-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [58,5-77,9] 
Month 6 46,1 [32,5-58,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS03: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[0,76-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,1 [39,4-88,3] 
Month 6 59,3 [26,0-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS04: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 16 (31,4) 
95%-CI [19,1-45,9] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [53,7-82,5] 
Month 6 51,5 [31,1-68,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS04: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 10 (34,5) 
95%-CI [17,9-54,3] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 7,16[2,10-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [49,4-87,2] 
Month 6 53,4 [28,0-73,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS04: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 19 (39,6) 
95%-CI [25,8-54,7] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,25-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [50,9-80,1] 
Month 6 40,6 [19,7-60,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS05: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 16 (31,4) 
95%-CI [19,1-45,9] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [53,7-82,5] 
Month 6 51,5 [31,1-68,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS05: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 30 (38,0) 
95%-CI [27,3-49,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,35-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [56,4-79,2] 
Month 6 46,2 [30,2-60,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS06: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,32-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 44,4 [6,6-78,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS06: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,25[2,10-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,6 [40,9-86,4] 
Month 6 37,3 [10,8-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS06: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 6 (35,3) 
95%-CI [14,2-61,7] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[0,72-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 40,0 [7,9-71,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS06: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 28 (34,1) 
95%-CI [24,0-45,4] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,7 [51,4-75,2] 
Month 6 53,5 [38,5-66,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS07: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.1.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 45 (35,7) 
95%-CI [27,4-44,7] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,48-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [59,7-77,9] 
Month 6 48,3 [35,7-59,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS08: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 4 (28,6) 
95%-CI [8,4-58,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[0,92-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [41,6-91,4] 
Month 6 60,4 [22,8-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS08: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 42 (36,2) 
95%-CI [27,5-45,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,48-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,1 [58,4-77,6] 
Month 6 46,9 [33,6-59,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS09: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 9 (37,5) 
95%-CI [18,8-59,4] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[2,10-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [49,4-88,9] 
Month 6 44,6 [18,6-67,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS09: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 37 (34,9) 
95%-CI [25,9-44,8] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,35-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [56,9-77,2] 
Month 6 49,4 [35,3-62,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS10: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 16 (37,2) 
95%-CI [23,0-53,3] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,1 [54,0-84,1] 
Month 6 47,9 [26,6-66,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS10: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 7 (33,3) 
95%-CI [14,6-57,0] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[3,32-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [57,0-94,4] 
Month 6 55,7 [25,0-78,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS11: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 26 (34,2) 
95%-CI [23,7-46,0] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[3,71-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [56,0-78,9] 
Month 6 53,2 [36,9-67,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS11: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 15 (44,1) 
95%-CI [27,2-62,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,48[2,37-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,0 [45,6-81,5] 
Month 6 39,3 [18,8-59,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS11: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FPD_PSTS11: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FPD_PSTS12: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 39 (34,8) 
95%-CI [26,1-44,4] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,71-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [60,9-79,8] 
Month 6 48,7 [34,9-61,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS12: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,02[0,92-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,9 [23,4-82,5] 
Month 6 44,2 [12,0-73,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS13: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 23 (39,0) 
95%-CI [26,5-52,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [50,3-77,1] 
Month 6 45,2 [27,0-61,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS13: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 13 (40,6) 
95%-CI [23,7-59,4] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,02[2,10-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,1 [33,8-74,9] 
Month 6 39,2 [15,4-62,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS13: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 10 (25,6) 
95%-CI [13,0-42,1] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [69,2-93,9] 
Month 6 59,8 [36,2-77,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS14: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 30 (32,6) 
95%-CI [23,2-43,2] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[3,71-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [65,0-84,6] 
Month 6 49,3 [33,2-63,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS14: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 11 (50,0) 
95%-CI [28,2-71,8] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 2,37[1,41-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [20,7-65,7] 
Month 6 35,5 [13,2-58,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 499 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:45:14 

 
Table LT1FPD_PSTS15: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 15 (37,5) 
95%-CI [22,7-54,2] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[2,14-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [49,9-81,0] 
Month 6 51,5 [30,1-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS15: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 27 (36,0) 
95%-CI [25,2-47,9] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,71[3,02-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,3 [50,9-76,4] 
Month 6 48,7 [33,2-62,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS16: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 11 (50,0) 
95%-CI [28,2-71,8] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 2,37[1,41-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [20,7-65,7] 
Month 6 36,9 [14,9-59,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS16: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 34 (32,7) 
95%-CI [23,8-42,6] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,01[3,71-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [64,6-83,4] 
Month 6 50,1 [35,4-63,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS17: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FPD_PSTS17: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 44 (36,1) 
95%-CI [27,6-45,3] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,48-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [59,3-77,9] 
Month 6 47,0 [34,0-58,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 505 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:45:14 

 
Table LT1FPD_PSTS18: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.1.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 11 (34,4) 
95%-CI [18,6-53,2] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,78[2,37-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [47,3-83,4] 
Month 6 38,4 [8,3-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPD_PSTS18: Time to first decrease in FACT-Lym PWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. PWB = physical well-being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym PWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 35 (35,7) 
95%-CI [26,3-46,0] 
FACT-Lym PWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,24[3,32-NE] 
FACT-Lym PWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [58,1-78,8] 
Month 6 48,6 [35,0-60,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2 Subgruppenanalysen zum FACT-Lym – körperliches Wohlbefinden (Veränderung gegenüber Studienbeginn) 

3.2.1 Merkmal Alter 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym PWB Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 56 (98,2) 
Mean (SD) 20,37 (6,12) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 46 (93,9) 
Mean (SD) 0,63 (4,93) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) 0,11 (5,84) 
Median (Min – Max) -0,92 [-10,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 0,40 (5,71) 
Median (Min – Max) 0,00 [-9,17-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) -0,47 (4,98) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 0,56 (5,86) 
Median (Min – Max) 0,00 [-12,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 1,18 (6,24) 
Median (Min – Max) -0,58 [-9,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,29 (6,82) 
Median (Min – Max) -1,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 1,65 (6,21) 
Median (Min – Max) -1,00 [-5,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,05 (8,66) 
Median (Min – Max) 0,00 [-6,00-14,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,56 (8,60) 
Median (Min – Max) 12,00 [0,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,22 (8,03) 
Median (Min – Max) 12,00 [-1,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 8,17 (11,55) 
Median (Min – Max) 8,17 [0,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,75 (6,72) 
Median (Min – Max) 5,75 [1,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 42 (73,7) 
Mean (SD) -0,94 (6,48) 
Median (Min – Max) -1,25 [-18,00-12,67] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym PWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 51 (96,2) 
Mean (SD) 23,46 (3,70) 
Median (Min – Max) 24,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 43 (89,6) 
Mean (SD) -1,21 (3,67) 
Median (Min – Max) -0,20 [-10,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -1,83 (3,88) 
Median (Min – Max) -1,00 [-14,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -3,16 (5,17) 
Median (Min – Max) -2,00 [-18,00-2,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,96 (3,74) 
Median (Min – Max) -1,00 [-11,00-3,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -2,03 (4,76) 
Median (Min – Max) 0,00 [-14,00-2,50] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -2,40 (6,32) 
Median (Min – Max) -1,00 [-14,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -1,11 (5,32) 
Median (Min – Max) -0,33 [-10,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) -2,00 (5,91) 
Median (Min – Max) -3,33 [-10,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,50 (6,56) 
Median (Min – Max) -0,50 [-9,00-4,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,04 (5,78) 
Median (Min – Max) -0,58 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,75 (3,86) 
Median (Min – Max) 0,50 [-3,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,50 (6,26) 
Median (Min – Max) -4,00 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 40 (75,5) 
Mean (SD) -3,83 (5,06) 
Median (Min – Max) -3,00 [-18,00-3,67] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym PWB Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 22,32 (4,83) 
Median (Min – Max) 23,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) -0,76 (3,17) 
Median (Min – Max) 0,00 [-7,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 2,14 (3,59) 
Median (Min – Max) 1,00 [-1,00-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -0,24 (3,81) 
Median (Min – Max) -1,00 [-6,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -0,90 (5,58) 
Median (Min – Max) -1,00 [-9,00-7,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,00 (4,69) 
Median (Min – Max) -1,00 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,07 (3,88) 
Median (Min – Max) 1,50 [-2,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,00 (2,94) 
Median (Min – Max) 1,00 [-2,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 3,38 (3,25) 
Median (Min – Max) 4,00 [-1,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (2,83) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FPC_PSHS01: FACT-Lym PWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (2,83) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -3,10 (4,46) 
Median (Min – Max) -2,00 [-9,00-4,00] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.2 Merkmal: Geschlecht 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym PWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 50 (94,3) 
Mean (SD) 21,06 (5,70) 
Median (Min – Max) 22,00 [9,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) -0,10 (3,85) 
Median (Min – Max) 0,00 [-10,00-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 32 (88,9) 
Mean (SD) 0,48 (5,48) 
Median (Min – Max) 0,00 [-10,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 21 (75,0) 
Mean (SD) -0,22 (5,34) 
Median (Min – Max) -1,00 [-10,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,30 (4,36) 
Median (Min – Max) -1,00 [-11,00-7,00] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) -0,69 (4,91) 
Median (Min – Max) -0,50 [-14,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,80 (5,65) 
Median (Min – Max) -1,00 [-14,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -0,11 (5,11) 
Median (Min – Max) -1,00 [-10,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -0,09 (5,74) 
Median (Min – Max) -1,00 [-10,00-9,67] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -0,09 (5,93) 
Median (Min – Max) -0,50 [-9,00-10,27] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,52 (7,76) 
Median (Min – Max) 0,00 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 2,11 (6,31) 
Median (Min – Max) -0,50 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,07 (10,06) 
Median (Min – Max) -1,00 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,83 (5,80) 
Median (Min – Max) 1,00 [0,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 34 (64,2) 
Mean (SD) -2,72 (6,24) 
Median (Min – Max) -3,00 [-18,00-12,67] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym PWB Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 77 (100,0) 
Mean (SD) 22,47 (4,86) 
Median (Min – Max) 24,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 67 (95,7) 
Mean (SD) -0,49 (4,49) 
Median (Min – Max) 0,00 [-10,17-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 44 (88,0) 
Mean (SD) -0,75 (4,57) 
Median (Min – Max) -0,92 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) -1,61 (5,49) 
Median (Min – Max) -2,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,86 (4,95) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,05 (5,88) 
Median (Min – Max) 0,00 [-12,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,13 (6,38) 
Median (Min – Max) 1,50 [-9,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,43 (6,68) 
Median (Min – Max) 0,33 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 2,31 (6,00) 
Median (Min – Max) 2,92 [-5,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,00 (10,00) 
Median (Min – Max) 4,00 [-6,00-14,00] 
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Table LT1FPC_PSHS02: FACT-Lym PWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,92 (5,77) 
Median (Min – Max) 7,92 [3,83-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,50 (6,36) 
Median (Min – Max) 7,50 [3,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,50 (NE) 
Median (Min – Max) 1,50 [1,50-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 58 (75,3) 
Mean (SD) -2,26 (5,60) 
Median (Min – Max) -1,17 [-18,00-12,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.3 Merkmal: Ethnie 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym PWB Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 112 (97,4) 
Mean (SD) 21,98 (5,29) 
Median (Min – Max) 23,67 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 95 (91,3) 
Mean (SD) -0,42 (4,07) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 65 (87,8) 
Mean (SD) -0,38 (5,11) 
Median (Min – Max) -0,33 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 48 (85,7) 
Mean (SD) -0,98 (5,00) 
Median (Min – Max) -1,00 [-11,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 38 (92,7) 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,34 (4,53) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) -1,20 (5,09) 
Median (Min – Max) -1,00 [-14,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) -0,60 (5,65) 
Median (Min – Max) -1,00 [-14,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -0,19 (5,43) 
Median (Min – Max) -1,00 [-10,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,48 (5,87) 
Median (Min – Max) -0,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,73 (7,25) 
Median (Min – Max) -0,50 [-9,00-14,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 2,83 (8,08) 
Median (Min – Max) 1,50 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 3,52 (6,87) 
Median (Min – Max) 0,00 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,07 (10,06) 
Median (Min – Max) -1,00 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,83 (5,80) 
Median (Min – Max) 1,00 [0,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 79 (68,7) 
Mean (SD) -2,44 (5,54) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym PWB Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 21,47 (4,93) 
Median (Min – Max) 21,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,31 (5,61) 
Median (Min – Max) 0,08 [-7,00-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,67 (4,19) 
Median (Min – Max) 0,00 [-5,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -1,73 (7,47) 
Median (Min – Max) -1,58 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,25 (5,25) 
Median (Min – Max) -0,58 [-9,00-8,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,17 (5,12) 
Median (Min – Max) 1,42 [-1,83-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,17 (6,49) 
Median (Min – Max) 2,00 [-1,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,00 (6,56) 
Median (Min – Max) 4,00 [-1,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FPC_PSHS03: FACT-Lym PWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,83 (NE) 
Median (Min – Max) 3,83 [3,83-3,83] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,50 (NE) 
Median (Min – Max) 1,50 [1,50-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -2,42 (7,54) 
Median (Min – Max) -1,17 [-18,00-12,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.4 Merkmal: Region-1 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym PWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 21,07 (5,63) 
Median (Min – Max) 22,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) -0,73 (4,41) 
Median (Min – Max) -0,75 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,11 (4,65) 
Median (Min – Max) -0,17 [-10,00-11,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) -1,32 (6,75) 
Median (Min – Max) -2,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,69 (5,71) 
Median (Min – Max) -1,92 [-11,00-11,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,10 (6,73) 
Median (Min – Max) -1,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,86 (8,33) 
Median (Min – Max) -0,17 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,74 (7,38) 
Median (Min – Max) 4,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,11 (8,05) 
Median (Min – Max) 4,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,45 (7,24) 
Median (Min – Max) 4,00 [-5,00-14,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,30 (8,35) 
Median (Min – Max) 4,00 [-5,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,33 (6,49) 
Median (Min – Max) 5,00 [-2,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,28 (13,68) 
Median (Min – Max) 1,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -2,81 (7,33) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym PWB Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 22,69 (4,59) 
Median (Min – Max) 24,00 [12,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 20 (83,3) 
Mean (SD) 0,32 (3,26) 
Median (Min – Max) 0,00 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 10 (62,5) 
Mean (SD) 0,81 (5,43) 
Median (Min – Max) -0,50 [-6,53-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,70 (3,85) 
Median (Min – Max) 1,17 [-6,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,14 (3,82) 
Median (Min – Max) -0,30 [-9,00-6,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 1,78 (2,72) 
Median (Min – Max) 1,42 [-1,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 2,70 (3,33) 
Median (Min – Max) 2,33 [-1,17-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,94 (2,31) 
Median (Min – Max) 0,33 [-1,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,30 (3,40) 
Median (Min – Max) 2,33 [-3,33-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) -1,26 (5,61) 
Median (Min – Max) -1,00 [-11,00-12,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym PWB Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 45 (93,8) 
Mean (SD) 22,35 (5,16) 
Median (Min – Max) 23,33 [9,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 42 (91,3) 
Mean (SD) -0,26 (4,58) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) -0,66 (5,28) 
Median (Min – Max) -0,50 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -1,67 (4,34) 
Median (Min – Max) -1,00 [-11,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,82 (4,05) 
Median (Min – Max) -1,00 [-11,00-7,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -0,58 (3,79) 
Median (Min – Max) 0,00 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,39 (3,59) 
Median (Min – Max) -1,00 [-9,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,78 (3,83) 
Median (Min – Max) -1,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -1,56 (4,62) 
Median (Min – Max) -2,50 [-8,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -3,00 (4,74) 
Median (Min – Max) -3,00 [-9,00-3,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,33 (5,13) 
Median (Min – Max) 0,00 [-7,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -2,00 (1,41) 
Median (Min – Max) -2,00 [-3,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,00 (2,83) 
Median (Min – Max) -2,00 [-4,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS04: FACT-Lym PWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 31 (64,6) 
Mean (SD) -2,70 (3,84) 
Median (Min – Max) -3,00 [-10,00-5,00] 
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Table LT1FPC_PSHS05: FACT-Lym PWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.5 Merkmal: Region-2 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym PWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 21,07 (5,63) 
Median (Min – Max) 22,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) -0,73 (4,41) 
Median (Min – Max) -0,75 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,11 (4,65) 
Median (Min – Max) -0,17 [-10,00-11,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) -1,32 (6,75) 
Median (Min – Max) -2,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,69 (5,71) 
Median (Min – Max) -1,92 [-11,00-11,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,10 (6,73) 
Median (Min – Max) -1,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,86 (8,33) 
Median (Min – Max) -0,17 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,74 (7,38) 
Median (Min – Max) 4,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,11 (8,05) 
Median (Min – Max) 4,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,45 (7,24) 
Median (Min – Max) 4,00 [-5,00-14,00] 
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Table LT1FPC_PSHS05: FACT-Lym PWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,30 (8,35) 
Median (Min – Max) 4,00 [-5,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,33 (6,49) 
Median (Min – Max) 5,00 [-2,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,28 (13,68) 
Median (Min – Max) 1,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -2,81 (7,33) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym PWB Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 76 (96,2) 
Mean (SD) 22,48 (4,90) 
Median (Min – Max) 24,00 [9,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 63 (88,7) 
Mean (SD) -0,07 (4,14) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 45 (84,9) 
Mean (SD) -0,32 (5,23) 
Median (Min – Max) 0,00 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 33 (82,5) 
Mean (SD) -0,95 (4,28) 
Median (Min – Max) 0,00 [-11,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) -0,66 (3,86) 
Median (Min – Max) -1,00 [-11,00-7,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,25 (3,56) 
Median (Min – Max) 0,00 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) -0,11 (3,92) 
Median (Min – Max) -1,00 [-9,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -1,10 (3,63) 
Median (Min – Max) -1,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -0,46 (4,29) 
Median (Min – Max) -1,00 [-8,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -2,67 (4,32) 
Median (Min – Max) -2,00 [-9,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,25 (4,19) 
Median (Min – Max) -0,50 [-7,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -1,33 (1,53) 
Median (Min – Max) -1,00 [-3,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,67 (2,08) 
Median (Min – Max) -1,00 [-4,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 56 (70,9) 
Mean (SD) -2,19 (4,65) 
Median (Min – Max) -1,75 [-11,00-12,00] 

 



Sobi Page 553 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:02 

 
Table LT1FPC_PSHS06: FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym PWB Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 22,63 (4,48) 
Median (Min – Max) 22,50 [13,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 0,09 (2,27) 
Median (Min – Max) 0,00 [-4,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -0,25 (2,22) 
Median (Min – Max) -1,00 [-2,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) -2,00 (1,00) 
Median (Min – Max) -2,00 [-3,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 



Sobi Page 554 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:02 

 
Table LT1FPC_PSHS06: FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,92 (2,59) 
Median (Min – Max) -2,50 [-4,00-1,33] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,67 (3,01) 
Median (Min – Max) -1,00 [-3,50-2,50] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -5,08 (5,54) 
Median (Min – Max) -5,08 [-9,00--1,17] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -5,50 (6,36) 
Median (Min – Max) -5,50 [-10,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -4,78 (4,67) 
Median (Min – Max) -3,33 [-10,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,00 (2,83) 
Median (Min – Max) -3,00 [-5,00--1,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,00 (2,83) 
Median (Min – Max) -3,00 [-5,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -6,00 (7,07) 
Median (Min – Max) -6,00 [-11,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -6,71 (8,04) 
Median (Min – Max) -8,00 [-18,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym PWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 22,29 (4,79) 
Median (Min – Max) 23,33 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 0,19 (5,27) 
Median (Min – Max) 0,00 [-10,17-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) -1,25 (6,45) 
Median (Min – Max) -1,00 [-14,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -1,59 (6,34) 
Median (Min – Max) -2,00 [-11,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -1,44 (6,41) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -1,72 (8,36) 
Median (Min – Max) -3,17 [-12,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,53 (8,92) 
Median (Min – Max) -2,33 [-9,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,60 (8,14) 
Median (Min – Max) -4,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (3,79) 
Median (Min – Max) -3,00 [-4,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 14 (66,7) 
Mean (SD) -0,90 (4,70) 
Median (Min – Max) -0,25 [-11,00-7,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym PWB Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 22,48 (5,29) 
Median (Min – Max) 25,00 [10,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,05 (4,70) 
Median (Min – Max) 0,00 [-7,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -1,20 (5,57) 
Median (Min – Max) -1,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,07 (4,66) 
Median (Min – Max) 1,00 [-8,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 0,05 (3,22) 
Median (Min – Max) 0,33 [-4,00-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,27 (3,77) 
Median (Min – Max) 0,33 [-4,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,53 (4,05) 
Median (Min – Max) 0,33 [-5,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,22 (1,68) 
Median (Min – Max) -1,00 [-3,00-0,33] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,17 (3,06) 
Median (Min – Max) 0,17 [-2,00-2,33] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (70,6) 
Mean (SD) -2,31 (5,99) 
Median (Min – Max) -1,00 [-10,00-12,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym PWB Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 80 (97,6) 
Mean (SD) 21,62 (5,48) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 65 (90,3) 
Mean (SD) -0,62 (4,04) 
Median (Min – Max) 0,00 [-10,00-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 50 (92,6) 
Mean (SD) 0,21 (4,68) 
Median (Min – Max) 0,00 [-9,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 35 (83,3) 
Mean (SD) -1,15 (5,66) 
Median (Min – Max) -1,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 26 (89,7) 
Mean (SD) -1,09 (4,67) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,12 (5,04) 
Median (Min – Max) 0,00 [-14,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 1,19 (5,62) 
Median (Min – Max) -0,17 [-14,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) 2,65 (4,56) 
Median (Min – Max) 3,50 [-2,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 2,79 (6,05) 
Median (Min – Max) 4,00 [-8,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 1,78 (7,87) 
Median (Min – Max) 2,00 [-9,00-14,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,92 (8,44) 
Median (Min – Max) 3,92 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,94 (6,75) 
Median (Min – Max) 4,00 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,46 (8,89) 
Median (Min – Max) 0,75 [-4,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 5,75 (6,72) 
Median (Min – Max) 5,75 [1,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 60 (73,2) 
Mean (SD) -2,39 (5,72) 
Median (Min – Max) -2,50 [-18,00-12,67] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.7 Merkmal: Bulky Erkrankung 
 FACT-Lym PWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym PWB Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 123 (97,6) 
Mean (SD) 21,93 (5,26) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 104 (92,0) 
Mean (SD) -0,43 (4,20) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 76 (89,4) 
Mean (SD) -0,23 (4,97) 
Median (Min – Max) -0,08 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 57 (86,4) 
Mean (SD) -1,08 (5,47) 
Median (Min – Max) -1,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 46 (93,9) 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,06 (4,64) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 33 (91,7) 
Mean (SD) -0,40 (5,29) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 0,28 (5,98) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 0,55 (5,73) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 0,67 (5,76) 
Median (Min – Max) 0,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) 1,02 (6,95) 
Median (Min – Max) 0,00 [-9,00-14,00] 
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Table LT1FPC_PSHS07: FACT-Lym PWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,94 (7,57) 
Median (Min – Max) 3,00 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 3,46 (6,36) 
Median (Min – Max) 1,50 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,31 (9,02) 
Median (Min – Max) -0,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,83 (5,80) 
Median (Min – Max) 1,00 [0,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS07: FACT-Lym PWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 91 (72,2) 
Mean (SD) -2,38 (5,83) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.8 Merkmal: Double/Triple-Hit 
 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym PWB Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 19,83 (5,74) 
Median (Min – Max) 21,00 [9,33-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,55 (2,95) 
Median (Min – Max) 0,00 [-6,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 2,75 (4,68) 
Median (Min – Max) 2,17 [-3,00-11,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,22 (8,39) 
Median (Min – Max) -1,50 [-6,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,07 (8,24) 
Median (Min – Max) -2,00 [-9,00-11,00] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,47 (6,77) 
Median (Min – Max) 2,83 [-7,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,89 (5,98) 
Median (Min – Max) 8,00 [-2,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,22 (7,13) 
Median (Min – Max) 10,00 [-2,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,83 (1,65) 
Median (Min – Max) 10,83 [9,67-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,13 (2,64) 
Median (Min – Max) 12,13 [10,27-14,00] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,33 (3,30) 
Median (Min – Max) 14,33 [12,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,83 (1,18) 
Median (Min – Max) 12,83 [12,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 16,33 (NE) 
Median (Min – Max) 16,33 [16,33-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -1,62 (8,95) 
Median (Min – Max) -3,00 [-15,00-12,67] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym PWB Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 113 (97,4) 
Mean (SD) 22,17 (5,13) 
Median (Min – Max) 24,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 95 (91,3) 
Mean (SD) -0,32 (4,39) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 68 (87,2) 
Mean (SD) -0,58 (4,92) 
Median (Min – Max) -0,58 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) -1,49 (4,96) 
Median (Min – Max) -1,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 41 (95,3) 
Mean (SD) -1,06 (4,18) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,66 (5,15) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,29 (5,85) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -0,40 (5,10) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,53 (4,77) 
Median (Min – Max) -1,00 [-10,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -1,44 (4,67) 
Median (Min – Max) -1,00 [-9,00-4,00] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,31 (4,36) 
Median (Min – Max) 0,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,33 (3,08) 
Median (Min – Max) -0,50 [-3,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -2,90 (4,95) 
Median (Min – Max) -1,00 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS08: FACT-Lym PWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 83 (71,6) 
Mean (SD) -2,52 (5,44) 
Median (Min – Max) -2,00 [-18,00-12,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.9 Merkmal: Transformation des DLBCL 
 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym PWB Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 21,90 (5,91) 
Median (Min – Max) 24,75 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 0,21 (4,19) 
Median (Min – Max) -0,10 [-9,00-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -0,59 (4,66) 
Median (Min – Max) 0,00 [-9,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,65 (5,17) 
Median (Min – Max) 1,00 [-10,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,60 (5,06) 
Median (Min – Max) -1,00 [-9,00-8,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,60 (5,32) 
Median (Min – Max) 1,00 [-1,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,57 (7,01) 
Median (Min – Max) -1,00 [-1,17-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,25 (6,50) 
Median (Min – Max) -1,00 [-1,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,00 (4,36) 
Median (Min – Max) -1,00 [-8,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,33 (4,93) 
Median (Min – Max) -1,00 [-9,00-0,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,67 (3,79) 
Median (Min – Max) -1,00 [-7,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (1,53) 
Median (Min – Max) -1,00 [-3,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,67 (2,08) 
Median (Min – Max) -1,00 [-4,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 17 (70,8) 
Mean (SD) -1,56 (6,03) 
Median (Min – Max) -1,00 [-10,00-12,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym PWB Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 103 (97,2) 
Mean (SD) 21,92 (5,09) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 87 (91,6) 
Mean (SD) -0,47 (4,27) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 61 (87,1) 
Mean (SD) -0,14 (5,08) 
Median (Min – Max) -0,33 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 47 (87,0) 
Mean (SD) -1,22 (5,54) 
Median (Min – Max) -1,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 36 (92,3) 
Mean (SD) -0,91 (4,58) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) -0,94 (5,20) 
Median (Min – Max) -0,83 [-14,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) -0,23 (5,78) 
Median (Min – Max) -0,58 [-14,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
Mean (SD) 0,15 (5,68) 
Median (Min – Max) -1,00 [-10,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 1,35 (5,84) 
Median (Min – Max) 2,67 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 2,66 (7,13) 
Median (Min – Max) 3,50 [-6,00-14,00] 
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Table LT1FPC_PSHS09: FACT-Lym PWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 5,75 (7,59) 
Median (Min – Max) 3,92 [-5,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 6,33 (6,49) 
Median (Min – Max) 5,00 [-2,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,28 (13,68) 
Median (Min – Max) 1,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 75 (70,8) 
Mean (SD) -2,63 (5,79) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym PWB Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 22,29 (4,64) 
Median (Min – Max) 23,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,05 (3,69) 
Median (Min – Max) 0,00 [-7,00-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) 0,23 (4,54) 
Median (Min – Max) 0,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 23 (85,2) 
Mean (SD) -1,03 (5,66) 
Median (Min – Max) -1,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,76 (4,58) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 0,32 (5,00) 
Median (Min – Max) 0,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 0,29 (6,57) 
Median (Min – Max) 1,00 [-9,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,15 (6,19) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,35 (5,15) 
Median (Min – Max) 0,50 [-10,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,67 (4,93) 
Median (Min – Max) 3,00 [-5,00-4,00] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,61 (4,88) 
Median (Min – Max) 3,00 [-5,00-3,83] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,50 (3,54) 
Median (Min – Max) 0,50 [-2,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -4,75 (8,84) 
Median (Min – Max) -4,75 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 33 (76,7) 
Mean (SD) -2,99 (6,30) 
Median (Min – Max) -2,00 [-18,00-12,00] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym PWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 22,66 (4,05) 
Median (Min – Max) 23,00 [12,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,62 (3,74) 
Median (Min – Max) 0,17 [-10,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -1,52 (4,55) 
Median (Min – Max) -0,83 [-14,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,36 (4,65) 
Median (Min – Max) 0,00 [-11,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,43 (2,11) 
Median (Min – Max) -1,00 [-4,00-3,00] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,92 (1,99) 
Median (Min – Max) -0,83 [-4,00-2,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,83 (4,54) 
Median (Min – Max) -1,00 [-2,50-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,67 (4,16) 
Median (Min – Max) -2,00 [-4,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (5,51) 
Median (Min – Max) -4,00 [-5,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (7,07) 
Median (Min – Max) -1,00 [-6,00-4,00] 
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Table LT1FPC_PSHS10: FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -1,74 (4,17) 
Median (Min – Max) -1,00 [-11,00-4,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym PWB Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 73 (96,1) 
Mean (SD) 22,36 (5,57) 
Median (Min – Max) 24,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 63 (91,3) 
Mean (SD) -0,53 (4,77) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 51 (89,5) 
Mean (SD) -0,56 (5,39) 
Median (Min – Max) -0,33 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) -1,42 (5,28) 
Median (Min – Max) -1,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,83 (4,61) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 23 (92,0) 
Mean (SD) -1,08 (5,59) 
Median (Min – Max) -1,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 0,19 (5,75) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 0,42 (5,02) 
Median (Min – Max) -1,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,36 (5,32) 
Median (Min – Max) -0,50 [-8,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,25 (7,05) 
Median (Min – Max) -0,50 [-9,00-14,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,81 (6,29) 
Median (Min – Max) 1,50 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 2,20 (5,89) 
Median (Min – Max) 0,00 [-3,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,88 (2,32) 
Median (Min – Max) -0,50 [-4,00-1,50] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 51 (67,1) 
Mean (SD) -2,00 (6,07) 
Median (Min – Max) -1,00 [-18,00-12,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym PWB Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 21,49 (4,48) 
Median (Min – Max) 22,00 [11,00-27,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) -0,78 (3,26) 
Median (Min – Max) -0,25 [-7,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,35 (3,64) 
Median (Min – Max) -0,17 [-6,53-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -2,29 (3,99) 
Median (Min – Max) -2,00 [-9,00-2,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,25 (5,04) 
Median (Min – Max) -1,00 [-11,00-7,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 1,45 (4,36) 
Median (Min – Max) 2,50 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,83 (6,00) 
Median (Min – Max) 2,33 [-9,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,13 (5,42) 
Median (Min – Max) 3,75 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,73 (4,60) 
Median (Min – Max) 3,50 [-3,33-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -3,35 (4,83) 
Median (Min – Max) -3,00 [-15,00-5,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym PWB Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 22,54 (4,25) 
Median (Min – Max) 24,00 [14,00-27,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 1,19 (2,65) 
Median (Min – Max) 0,83 [-2,00-6,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,04 (2,60) 
Median (Min – Max) 0,08 [-3,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,25 (4,65) 
Median (Min – Max) -2,00 [-6,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -6,50 (3,54) 
Median (Min – Max) -6,50 [-9,00--4,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,50 (NE) 
Median (Min – Max) -3,50 [-3,50--3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -9,00 (NE) 
Median (Min – Max) -9,00 [-9,00--9,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,00 (NE) 
Median (Min – Max) -5,00 [-5,00--5,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,00 (NE) 
Median (Min – Max) -5,00 [-5,00--5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,00 (NE) 
Median (Min – Max) -11,00 [-11,00--11,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) -4,90 (8,25) 
Median (Min – Max) -4,00 [-18,00-4,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym PWB Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 19,71 (4,61) 
Median (Min – Max) 19,00 [12,00-25,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,76 (4,00) 
Median (Min – Max) 2,00 [-1,00-9,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (2,12) 
Median (Min – Max) 3,50 [2,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FPC_PSHS11: FACT-Lym PWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -2,30 (2,99) 
Median (Min – Max) -1,50 [-7,00-1,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.12 Merkmal: Primärdiagnose 
 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym PWB Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 109 (97,3) 
Mean (SD) 22,11 (5,04) 
Median (Min – Max) 23,33 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 93 (92,1) 
Mean (SD) -0,04 (4,29) 
Median (Min – Max) 0,00 [-10,00-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 68 (87,2) 
Mean (SD) -0,47 (4,88) 
Median (Min – Max) -0,25 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) -1,36 (4,84) 
Median (Min – Max) -1,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 41 (95,3) 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,06 (4,18) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,66 (5,15) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,29 (5,85) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -0,40 (5,10) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,53 (4,77) 
Median (Min – Max) -1,00 [-10,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -1,44 (4,67) 
Median (Min – Max) -1,00 [-9,00-4,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,31 (4,36) 
Median (Min – Max) 0,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,33 (3,08) 
Median (Min – Max) -0,50 [-3,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -2,90 (4,95) 
Median (Min – Max) -1,00 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 79 (70,5) 
Mean (SD) -2,41 (5,31) 
Median (Min – Max) -1,33 [-18,00-12,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym PWB Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 20,39 (6,14) 
Median (Min – Max) 21,00 [9,33-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,63 (2,90) 
Median (Min – Max) -1,00 [-6,00-2,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,78 (4,76) 
Median (Min – Max) 2,50 [-1,00-11,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,07 (9,09) 
Median (Min – Max) -1,00 [-6,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,07 (8,24) 
Median (Min – Max) -2,00 [-9,00-11,00] 
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Table LT1FPC_PSHS12: FACT-Lym PWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,47 (6,77) 
Median (Min – Max) 2,83 [-7,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,89 (5,98) 
Median (Min – Max) 8,00 [-2,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,22 (7,13) 
Median (Min – Max) 10,00 [-2,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,83 (1,65) 
Median (Min – Max) 10,83 [9,67-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,13 (2,64) 
Median (Min – Max) 12,13 [10,27-14,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,33 (3,30) 
Median (Min – Max) 14,33 [12,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,83 (1,18) 
Median (Min – Max) 12,83 [12,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 16,33 (NE) 
Median (Min – Max) 16,33 [16,33-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,70 (9,08) 
Median (Min – Max) -6,00 [-15,00-12,67] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym PWB Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 57 (96,6) 
Mean (SD) 22,73 (4,46) 
Median (Min – Max) 24,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 46 (88,5) 
Mean (SD) -0,81 (4,02) 
Median (Min – Max) 0,00 [-10,00-9,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 30 (78,9) 
Mean (SD) -0,53 (4,83) 
Median (Min – Max) -1,00 [-8,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -0,73 (3,98) 
Median (Min – Max) 0,00 [-10,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,70 (4,67) 
Median (Min – Max) -0,93 [-11,00-7,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -0,93 (5,67) 
Median (Min – Max) 0,17 [-14,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) -0,35 (5,13) 
Median (Min – Max) -0,33 [-14,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -0,35 (3,61) 
Median (Min – Max) -1,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,40 (4,53) 
Median (Min – Max) 1,17 [-8,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) -1,75 (5,12) 
Median (Min – Max) -0,50 [-9,00-3,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,25 (4,19) 
Median (Min – Max) -0,50 [-7,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -1,33 (1,53) 
Median (Min – Max) -1,00 [-3,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,67 (2,08) 
Median (Min – Max) -1,00 [-4,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (66,1) 
Mean (SD) -3,70 (5,52) 
Median (Min – Max) -4,00 [-18,00-12,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym PWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
Mean (SD) 22,17 (4,35) 
Median (Min – Max) 23,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) -0,43 (4,16) 
Median (Min – Max) 0,00 [-10,17-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -0,25 (4,65) 
Median (Min – Max) 1,17 [-9,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -3,56 (6,85) 
Median (Min – Max) -3,00 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -3,20 (5,96) 
Median (Min – Max) -1,50 [-11,00-8,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,44 (6,95) 
Median (Min – Max) -0,33 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,75 (9,98) 
Median (Min – Max) 0,50 [-9,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,75 (8,18) 
Median (Min – Max) 1,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (4,73) 
Median (Min – Max) -3,00 [-5,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (7,07) 
Median (Min – Max) -1,00 [-6,00-4,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,83 (NE) 
Median (Min – Max) 3,83 [3,83-3,83] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,50 (NE) 
Median (Min – Max) 1,50 [1,50-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) -1,61 (5,51) 
Median (Min – Max) -0,75 [-15,00-10,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym PWB Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 39 (100,0) 
Mean (SD) 20,52 (6,59) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 0,36 (4,63) 
Median (Min – Max) 0,00 [-10,00-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 27 (100,0) 
Mean (SD) 0,12 (5,49) 
Median (Min – Max) 0,00 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 0,25 (5,29) 
Median (Min – Max) -1,00 [-11,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -0,21 (3,51) 
Median (Min – Max) -1,00 [-4,00-11,00] 



Sobi Page 624 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:02 

 
Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,38 (4,02) 
Median (Min – Max) -1,00 [-6,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,61 (5,86) 
Median (Min – Max) -1,00 [-9,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,96 (6,94) 
Median (Min – Max) -1,00 [-10,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 2,11 (8,29) 
Median (Min – Max) 1,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,05 (8,20) 
Median (Min – Max) 4,00 [-5,00-14,00] 
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Table LT1FPC_PSHS13: FACT-Lym PWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,92 (9,51) 
Median (Min – Max) 8,00 [-5,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 7,17 (7,17) 
Median (Min – Max) 8,50 [-2,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,67 (19,33) 
Median (Min – Max) 2,67 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,50 (NE) 
Median (Min – Max) 10,50 [10,50-10,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 31 (79,5) 
Mean (SD) -1,42 (6,24) 
Median (Min – Max) -1,50 [-18,00-12,67] 
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Table LT1FPC_PSHS14: FACT-Lym PWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym PWB Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 90 (97,8) 
Mean (SD) 22,07 (5,15) 
Median (Min – Max) 24,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 78 (90,7) 
Mean (SD) -0,05 (4,70) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 58 (87,9) 
Mean (SD) -0,34 (5,00) 
Median (Min – Max) -0,25 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 42 (85,7) 
Mean (SD) -1,55 (5,18) 
Median (Min – Max) -1,08 [-18,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,02 (4,21) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,49 (5,04) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) -0,51 (6,24) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) -0,91 (5,44) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -0,96 (5,25) 
Median (Min – Max) -2,00 [-10,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -2,00 (5,48) 
Median (Min – Max) -2,50 [-9,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -0,83 (5,03) 
Median (Min – Max) 0,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,40 (3,44) 
Median (Min – Max) -1,00 [-3,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -3,38 (5,59) 
Median (Min – Max) -2,00 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS14: FACT-Lym PWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 63 (68,5) 
Mean (SD) -2,24 (5,52) 
Median (Min – Max) -1,00 [-18,00-12,00] 
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Table LT1FPC_PSHS14: FACT-Lym PWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym PWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 22,79 (4,55) 
Median (Min – Max) 23,50 [12,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,29 (2,71) 
Median (Min – Max) 0,00 [-7,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,05 (3,34) 
Median (Min – Max) -1,50 [-8,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,37 (3,66) 
Median (Min – Max) -2,00 [-8,00-1,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -2,99 (3,64) 
Median (Min – Max) -1,00 [-10,00--0,93] 
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Table LT1FPC_PSHS14: FACT-Lym PWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,63 (6,60) 
Median (Min – Max) -1,00 [-12,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,06 (1,97) 
Median (Min – Max) -1,00 [-1,17-2,33] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,50 (2,60) 
Median (Min – Max) -1,00 [-1,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,17 (2,93) 
Median (Min – Max) -1,00 [-2,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,00 (1,41) 
Median (Min – Max) -2,00 [-3,00--1,00] 
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Table LT1FPC_PSHS14: FACT-Lym PWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -4,46 (4,82) 
Median (Min – Max) -4,50 [-15,00-4,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym PWB Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 22,64 (5,07) 
Median (Min – Max) 25,00 [9,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) -0,97 (3,65) 
Median (Min – Max) -0,50 [-10,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
Mean (SD) -0,60 (5,66) 
Median (Min – Max) -0,92 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 20 (80,0) 
Mean (SD) -2,16 (5,93) 
Median (Min – Max) -1,00 [-18,00-8,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,12 (4,47) 
Median (Min – Max) -1,83 [-9,00-7,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 0,18 (3,77) 
Median (Min – Max) 0,00 [-7,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,85 (4,53) 
Median (Min – Max) 0,25 [-9,00-7,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -0,78 (5,12) 
Median (Min – Max) -1,00 [-10,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -0,17 (6,22) 
Median (Min – Max) 3,00 [-10,00-6,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,71 (5,35) 
Median (Min – Max) -3,00 [-9,00-4,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -0,23 (5,32) 
Median (Min – Max) 3,00 [-7,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,75 (3,86) 
Median (Min – Max) 0,50 [-3,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,50 (6,26) 
Median (Min – Max) -4,00 [-11,00-1,50] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 27 (67,5) 
Mean (SD) -3,22 (5,46) 
Median (Min – Max) -3,00 [-18,00-12,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym PWB Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 73 (97,3) 
Mean (SD) 21,77 (5,08) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 59 (92,2) 
Mean (SD) -0,31 (4,57) 
Median (Min – Max) 0,00 [-10,17-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -0,96 (3,63) 
Median (Min – Max) -0,25 [-10,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) -1,45 (4,37) 
Median (Min – Max) -1,58 [-10,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) -1,43 (4,34) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,50 (5,58) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) -1,18 (6,86) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -0,22 (5,10) 
Median (Min – Max) -1,00 [-7,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,94 (2,72) 
Median (Min – Max) -1,50 [-4,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS15: FACT-Lym PWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (76,0) 
Mean (SD) -2,29 (5,41) 
Median (Min – Max) -1,33 [-18,00-12,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym PWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 22,92 (4,46) 
Median (Min – Max) 24,00 [12,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -0,95 (2,56) 
Median (Min – Max) 0,00 [-7,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,45 (3,74) 
Median (Min – Max) -0,50 [-8,00-3,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,15 (3,84) 
Median (Min – Max) -2,00 [-8,00-2,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,82 (4,31) 
Median (Min – Max) -1,00 [-10,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,63 (6,60) 
Median (Min – Max) -1,00 [-12,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,58 (2,47) 
Median (Min – Max) 0,58 [-1,17-2,33] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,25 (3,18) 
Median (Min – Max) 1,25 [-1,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,25 (3,18) 
Median (Min – Max) 1,25 [-1,00-3,50] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FPC_PSHS16: FACT-Lym PWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -3,75 (4,37) 
Median (Min – Max) -4,00 [-11,00-4,00] 
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Table LT1FPC_PSHS16: FACT-Lym PWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym PWB Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 101 (97,1) 
Mean (SD) 21,88 (5,27) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 87 (90,6) 
Mean (SD) -0,14 (4,52) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 65 (89,0) 
Mean (SD) -0,15 (5,10) 
Median (Min – Max) -0,17 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 48 (87,3) 
Mean (SD) -1,10 (5,61) 
Median (Min – Max) -1,00 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) -1,25 (4,37) 
Median (Min – Max) -1,00 [-11,00-8,00] 
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Table LT1FPC_PSHS16: FACT-Lym PWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) -0,36 (5,05) 
Median (Min – Max) 0,00 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,06 (6,12) 
Median (Min – Max) -1,00 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -0,06 (5,69) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,11 (5,47) 
Median (Min – Max) -1,00 [-10,00-9,67] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -0,19 (6,09) 
Median (Min – Max) 0,00 [-9,00-10,27] 
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Table LT1FPC_PSHS16: FACT-Lym PWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 2,21 (7,72) 
Median (Min – Max) 3,00 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 2,61 (6,23) 
Median (Min – Max) 1,00 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,57 (10,06) 
Median (Min – Max) 0,00 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 5,75 (6,72) 
Median (Min – Max) 5,75 [1,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS16: FACT-Lym PWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 70 (67,3) 
Mean (SD) -2,25 (5,68) 
Median (Min – Max) -1,58 [-18,00-12,67] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym PWB Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 21,13 (6,56) 
Median (Min – Max) 24,00 [11,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,00 (6,29) 
Median (Min – Max) -0,50 [-6,00-11,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,25 (8,26) 
Median (Min – Max) 0,50 [-10,00-10,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,71 (5,18) 
Median (Min – Max) 0,50 [-3,00-8,83] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,33 (5,77) 
Median (Min – Max) -2,00 [-2,00-8,00] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (7,81) 
Median (Min – Max) -1,00 [-2,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (10,44) 
Median (Min – Max) -2,00 [-4,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,33 (8,39) 
Median (Min – Max) -2,00 [-3,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -2,00 (7,35) 
Median (Min – Max) -1,00 [-15,00-7,00] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym PWB Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 119 (97,5) 
Mean (SD) 21,97 (5,16) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 101 (91,8) 
Mean (SD) -0,36 (4,14) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 72 (87,8) 
Mean (SD) -0,26 (4,82) 
Median (Min – Max) -0,08 [-14,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 54 (85,7) 
Mean (SD) -1,32 (5,44) 
Median (Min – Max) -1,08 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 43 (93,5) 
Mean (SD) -1,23 (4,59) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) -0,74 (5,04) 
Median (Min – Max) 0,00 [-14,00-7,20] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,06 (5,47) 
Median (Min – Max) -0,58 [-14,00-8,67] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 0,25 (5,45) 
Median (Min – Max) -1,00 [-10,00-10,67] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,81 (5,89) 
Median (Min – Max) 1,17 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) 1,02 (6,95) 
Median (Min – Max) 0,00 [-9,00-14,00] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,94 (7,57) 
Median (Min – Max) 3,00 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 3,46 (6,36) 
Median (Min – Max) 1,50 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,31 (9,02) 
Median (Min – Max) -0,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,83 (5,80) 
Median (Min – Max) 1,00 [0,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FPC_PSHS17: FACT-Lym PWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 86 (70,5) 
Mean (SD) -2,46 (5,74) 
Median (Min – Max) -2,00 [-18,00-12,67] 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

3.2.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym PWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 22,79 (4,43) 
Median (Min – Max) 24,00 [9,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 0,23 (3,40) 
Median (Min – Max) 0,83 [-10,00-9,00] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -1,26 (4,23) 
Median (Min – Max) -1,00 [-14,00-4,00] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,67 (4,39) 
Median (Min – Max) 0,00 [-11,00-5,00] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,79 (3,83) 
Median (Min – Max) -1,00 [-11,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,93 (3,44) 
Median (Min – Max) 0,00 [-7,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,73 (4,21) 
Median (Min – Max) -1,00 [-9,00-1,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,42 (3,20) 
Median (Min – Max) -1,50 [-7,00-0,33] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,89 (3,79) 
Median (Min – Max) -3,00 [-5,00-2,33] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) -2,43 (4,02) 
Median (Min – Max) -3,00 [-10,00-5,00] 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym PWB Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 95 (96,9) 
Mean (SD) 21,62 (5,47) 
Median (Min – Max) 23,00 [7,00-28,00] 
 
FACT-Lym PWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 79 (89,8) 
Mean (SD) -0,55 (4,51) 
Median (Min – Max) 0,00 [-10,17-12,67] 
 
FACT-Lym PWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 57 (87,7) 
Mean (SD) 0,11 (5,19) 
Median (Min – Max) 0,00 [-10,00-15,67] 
 
FACT-Lym PWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 42 (84,0) 
Mean (SD) -0,90 (5,81) 
Median (Min – Max) -1,08 [-18,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 35 (92,1) 
Mean (SD) -0,83 (4,89) 
Median (Min – Max) -1,00 [-11,00-11,00] 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym PWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) -0,13 (5,56) 
Median (Min – Max) -0,33 [-14,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 0,97 (6,19) 
Median (Min – Max) -0,58 [-14,00-15,00] 
 
FACT-Lym PWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 1,25 (6,03) 
Median (Min – Max) -1,00 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 1,15 (6,03) 
Median (Min – Max) 1,50 [-10,00-12,00] 
 
FACT-Lym PWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 1,73 (6,90) 
Median (Min – Max) 1,50 [-9,00-14,00] 
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Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym PWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,94 (7,57) 
Median (Min – Max) 3,00 [-7,00-16,67] 
 
FACT-Lym PWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 3,46 (6,36) 
Median (Min – Max) 1,50 [-3,00-13,67] 
 
FACT-Lym PWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,31 (9,02) 
Median (Min – Max) -0,50 [-11,00-16,33] 
 
FACT-Lym PWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,83 (5,80) 
Median (Min – Max) 1,00 [0,00-10,50] 
 
FACT-Lym PWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 



Sobi Page 664 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FPC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:02 

 
Table LT1FPC_PSHS18: FACT-Lym PWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. PWB = physical well-being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym PWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym PWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 69 (70,4) 
Mean (SD) -2,43 (6,32) 
Median (Min – Max) -1,33 [-18,00-12,67] 
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Table LT1FSD_PSTS01: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3 Subgruppenanalysen zum FACT-Lym – soziales/familiäres Wohlbefinden (Zeit bis zur Verschlechterung) 

3.3.1 Merkmal Alter 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 18 (31,6) 
95%-CI [19,9-45,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [47,8-76,5] 
Month 6 52,3 [31,7-69,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS01: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,94-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,3 [53,4-84,6] 
Month 6 53,7 [30,4-72,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS01: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 7 (35,0) 
95%-CI [15,4-59,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[1,41-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,3 [48,7-88,5] 
Month 6 54,2 [24,1-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS02: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 17 (32,1) 
95%-CI [19,9-46,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,82[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,8 [55,2-83,1] 
Month 6 49,7 [30,1-66,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS02: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 21 (27,3) 
95%-CI [17,7-38,6] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,7 [53,4-78,4] 
Month 6 59,5 [42,6-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS03: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 33 (28,7) 
95%-CI [20,6-37,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [59,5-79,2] 
Month 6 52,6 [38,0-65,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS03: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[1,41-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,9 [30,0-82,6] 
Month 6 61,9 [30,0-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS04: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 17 (33,3) 
95%-CI [20,8-47,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,13[2,56-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,5 [45,0-75,8] 
Month 6 49,2 [27,9-67,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS04: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [60,9-95,6] 
Month 6 65,6 [31,9-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS04: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 15 (31,3) 
95%-CI [18,7-46,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,94-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,8 [51,2-81,2] 
Month 6 50,9 [28,7-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS05: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 17 (33,3) 
95%-CI [20,8-47,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,13[2,56-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,5 [45,0-75,8] 
Month 6 49,2 [27,9-67,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS05: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 21 (26,6) 
95%-CI [17,3-37,7] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,9 [60,4-83,4] 
Month 6 55,0 [36,8-70,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS06: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,20-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 64,3 [15,2-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS06: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,94-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [52,0-91,5] 
Month 6 68,8 [38,0-86,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS06: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 9 (52,9) 
95%-CI [27,8-77,0] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 2,79[0,72-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,6 [18,3-66,8] 
Month 6 32,7 [9,7-58,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS06: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 22 (26,8) 
95%-CI [17,6-37,8] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,86-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [55,4-80,2] 
Month 6 51,6 [32,4-67,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS07: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.3.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 38 (30,2) 
95%-CI [22,3-39,0] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [58,8-77,5] 
Month 6 53,1 [39,6-64,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS08: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 5 (35,7) 
95%-CI [12,8-64,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,13[1,41-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,7 [18,0-80,9] 
Month 6 27,4 [1,5-67,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS08: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 33 (28,4) 
95%-CI [20,5-37,6] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,0 [60,2-79,3] 
Month 6 56,0 [41,8-68,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS09: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 8 (33,3) 
95%-CI [15,6-55,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,82[4,24-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [53,5-89,9] 
Month 6 43,4 [13,5-70,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS09: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 30 (28,3) 
95%-CI [20,0-37,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [55,6-76,9] 
Month 6 55,8 [41,0-68,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS10: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [61,2-89,8] 
Month 6 67,1 [43,5-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS10: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [47,0-90,4] 
Month 6 65,1 [32,7-84,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS11: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 29 (38,2) 
95%-CI [27,2-50,0] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,13[3,94-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,4 [51,1-75,0] 
Month 6 44,7 [28,8-59,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS11: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 8 (23,5) 
95%-CI [10,7-41,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [47,2-85,1] 
Month 6 62,8 [37,0-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 690 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:45:59 

 
Table LT1FSD_PSTS11: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FSD_PSTS11: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FSD_PSTS12: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 33 (29,5) 
95%-CI [21,2-38,8] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,1 [59,2-78,7] 
Month 6 55,4 [41,3-67,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS12: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,13[1,41-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,4 [15,5-85,7] 
Month 6 29,2 [1,4-70,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS13: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [63,9-88,4] 
Month 6 53,5 [31,2-71,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS13: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 9 (28,1) 
95%-CI [13,7-46,7] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,6 [45,9-83,3] 
Month 6 57,2 [28,6-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS13: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 14 (35,9) 
95%-CI [21,2-52,8] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,10-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [37,5-72,8] 
Month 6 50,9 [30,0-68,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS14: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 29 (31,5) 
95%-CI [22,2-42,0] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,8 [56,4-78,3] 
Month 6 50,6 [34,8-64,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS14: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 3 (13,6) 
95%-CI [2,9-34,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,6 [54,7-94,1] 
Month 6 82,6 [54,7-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS15: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 14 (35,0) 
95%-CI [20,6-51,7] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [50,8-82,7] 
Month 6 50,8 [30,1-68,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS15: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 18 (24,0) 
95%-CI [14,9-35,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,86-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,7 [62,6-84,8] 
Month 6 60,1 [39,4-75,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS16: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 3 (13,6) 
95%-CI [2,9-34,9] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [55,9-94,3] 
Month 6 83,1 [55,9-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 702 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:45:59 

 
Table LT1FSD_PSTS16: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 33 (31,7) 
95%-CI [22,9-41,6] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,82[4,73-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,8 [57,2-77,8] 
Month 6 50,0 [35,1-63,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS17: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FSD_PSTS17: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 37 (30,3) 
95%-CI [22,3-39,3] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,7 [57,9-77,2] 
Month 6 50,9 [36,6-63,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS18: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.3.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 8 (25,0) 
95%-CI [11,5-43,4] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [42,8-83,9] 
Month 6 56,6 [27,3-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSD_PSTS18: Time to first decrease in FACT-Lym SWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. SWB = social well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym SWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 30 (30,6) 
95%-CI [21,7-40,7] 
FACT-Lym SWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[4,83-NE] 
FACT-Lym SWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [58,0-78,8] 
Month 6 52,5 [37,2-65,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4 Subgruppenanalysen zum FACT-Lym – soziales/familiäres Wohlbefinden (Veränderung gegenüber Studienbeginn) 

3.4.1 Merkmal Alter 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym SWB Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 57 (100,0) 
Mean (SD) 20,92 (5,74) 
Median (Min – Max) 22,17 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
Mean (SD) -0,29 (5,15) 
Median (Min – Max) 0,00 [-21,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) -1,26 (5,17) 
Median (Min – Max) -1,00 [-13,50-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) -0,93 (5,07) 
Median (Min – Max) -1,00 [-16,33-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) -1,95 (3,78) 
Median (Min – Max) -1,08 [-10,50-3,50] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -0,74 (3,55) 
Median (Min – Max) 0,00 [-8,50-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -1,30 (5,71) 
Median (Min – Max) -1,58 [-9,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,72 (4,77) 
Median (Min – Max) -1,00 [-3,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,81 (5,33) 
Median (Min – Max) -2,22 [-8,40-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -5,60 (5,68) 
Median (Min – Max) -5,00 [-14,00-0,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,67 (2,31) 
Median (Min – Max) -7,00 [-7,00--3,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,60 (5,05) 
Median (Min – Max) -7,00 [-9,80-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,70 (0,42) 
Median (Min – Max) -1,70 [-2,00--1,40] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 43 (75,4) 
Mean (SD) -1,39 (4,38) 
Median (Min – Max) -1,00 [-11,00-10,20] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym SWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 52 (98,1) 
Mean (SD) 21,96 (5,92) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 46 (95,8) 
Mean (SD) 0,57 (6,30) 
Median (Min – Max) 0,00 [-14,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 30 (88,2) 
Mean (SD) 0,74 (6,84) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) 0,08 (7,31) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,51 (10,29) 
Median (Min – Max) 0,00 [-21,00-28,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,65 (3,53) 
Median (Min – Max) 0,00 [-6,77-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,88 (4,94) 
Median (Min – Max) 0,00 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,54 (5,77) 
Median (Min – Max) 0,00 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,87 (5,33) 
Median (Min – Max) -1,10 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -2,76 (5,70) 
Median (Min – Max) -1,33 [-12,60-2,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,78 (3,69) 
Median (Min – Max) -0,27 [-2,33-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,91 (3,77) 
Median (Min – Max) 1,33 [-1,87-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,71 (3,10) 
Median (Min – Max) 3,33 [-1,87-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 40 (75,5) 
Mean (SD) -0,52 (6,52) 
Median (Min – Max) 0,00 [-14,00-28,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym SWB Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 24,27 (4,37) 
Median (Min – Max) 25,43 [11,67-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) -2,13 (6,85) 
Median (Min – Max) 0,00 [-28,00-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,80 (4,06) 
Median (Min – Max) 0,00 [-8,40-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 0,17 (3,08) 
Median (Min – Max) 0,00 [-4,67-5,50] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -0,09 (2,43) 
Median (Min – Max) 0,00 [-4,67-2,80] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,17 (2,94) 
Median (Min – Max) -1,17 [-4,67-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,37 (3,22) 
Median (Min – Max) 0,00 [-5,83-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,75 (3,10) 
Median (Min – Max) -0,58 [-4,67-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,46 (2,59) 
Median (Min – Max) -1,17 [-4,67-1,17] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,58 (0,82) 
Median (Min – Max) -0,58 [-1,17-0,00] 
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Table LT1FSC_PSHS01: FACT-Lym SWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,58 (0,82) 
Median (Min – Max) -0,58 [-1,17-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -2,55 (5,07) 
Median (Min – Max) -1,87 [-11,20-6,67] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.2 Merkmal: Geschlecht 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym SWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 52 (98,1) 
Mean (SD) 22,37 (5,42) 
Median (Min – Max) 23,67 [6,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 43 (93,5) 
Mean (SD) -0,28 (3,98) 
Median (Min – Max) 0,00 [-8,87-15,17] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) -0,91 (4,20) 
Median (Min – Max) -0,50 [-9,00-7,47] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 23 (82,1) 
Mean (SD) -1,29 (4,95) 
Median (Min – Max) -0,70 [-16,33-9,80] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,70 (3,51) 
Median (Min – Max) -1,17 [-9,10-3,00] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -1,42 (3,35) 
Median (Min – Max) -1,17 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -1,32 (4,15) 
Median (Min – Max) 0,00 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -1,11 (4,34) 
Median (Min – Max) -1,00 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -2,82 (4,46) 
Median (Min – Max) -2,92 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -3,63 (5,81) 
Median (Min – Max) -1,17 [-14,00-2,00] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,24 (3,90) 
Median (Min – Max) -1,20 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -0,81 (5,34) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,39 (2,23) 
Median (Min – Max) -1,40 [-2,00-3,33] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (1,15) 
Median (Min – Max) 0,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 35 (66,0) 
Mean (SD) -1,35 (4,38) 
Median (Min – Max) 0,00 [-11,20-8,50] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym SWB Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 77 (100,0) 
Mean (SD) 21,52 (5,90) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 68 (97,1) 
Mean (SD) -0,20 (6,95) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 45 (90,0) 
Mean (SD) -0,05 (6,65) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 0,24 (6,37) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -1,28 (8,65) 
Median (Min – Max) 0,00 [-21,00-28,00] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 0,02 (3,29) 
Median (Min – Max) 1,00 [-8,50-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,37 (6,43) 
Median (Min – Max) -0,50 [-9,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,72 (4,97) 
Median (Min – Max) 0,00 [-3,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,71 (4,62) 
Median (Min – Max) 0,95 [-7,00-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,44 (3,95) 
Median (Min – Max) -1,33 [-8,00--1,00] 
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Table LT1FSC_PSHS02: FACT-Lym SWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,17 (5,42) 
Median (Min – Max) -3,17 [-7,00-0,67] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,17 (6,84) 
Median (Min – Max) -2,17 [-7,00-2,67] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,67 (NE) 
Median (Min – Max) 3,67 [3,67-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 58 (75,3) 
Mean (SD) -1,01 (6,04) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.3 Merkmal: Ethnie 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym SWB Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 114 (99,1) 
Mean (SD) 21,69 (5,57) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 99 (95,2) 
Mean (SD) 0,01 (5,72) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 67 (90,5) 
Mean (SD) -0,11 (5,61) 
Median (Min – Max) -1,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 51 (91,1) 
Mean (SD) -0,04 (6,18) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 39 (95,1) 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,95 (6,38) 
Median (Min – Max) -1,00 [-19,25-28,00] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) -0,61 (3,30) 
Median (Min – Max) 0,00 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -0,81 (5,05) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,39 (4,85) 
Median (Min – Max) -1,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -1,94 (4,75) 
Median (Min – Max) -2,20 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -3,78 (5,44) 
Median (Min – Max) -1,17 [-14,00-2,00] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -1,96 (4,15) 
Median (Min – Max) -1,77 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) -1,69 (5,40) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,39 (2,23) 
Median (Min – Max) -1,40 [-2,00-3,33] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (1,15) 
Median (Min – Max) 0,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 80 (69,6) 
Mean (SD) -1,04 (5,56) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym SWB Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 23,18 (6,66) 
Median (Min – Max) 25,20 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,24 (7,62) 
Median (Min – Max) 0,00 [-21,50-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,13 (6,22) 
Median (Min – Max) -0,50 [-13,50-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -1,85 (3,86) 
Median (Min – Max) -0,35 [-8,50-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -4,05 (7,98) 
Median (Min – Max) -0,33 [-21,00-2,80] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -1,58 (3,79) 
Median (Min – Max) -0,17 [-8,50-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,90 (4,91) 
Median (Min – Max) 0,00 [-9,50-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,83 (2,92) 
Median (Min – Max) 2,67 [0,00-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,67 (NE) 
Median (Min – Max) 1,67 [1,67-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,33 (NE) 
Median (Min – Max) -1,33 [-1,33--1,33] 
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Table LT1FSC_PSHS03: FACT-Lym SWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,67 (NE) 
Median (Min – Max) 0,67 [0,67-0,67] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,67 (NE) 
Median (Min – Max) 2,67 [2,67-2,67] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,67 (NE) 
Median (Min – Max) 3,67 [3,67-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -1,75 (4,86) 
Median (Min – Max) 0,00 [-12,83-6,00] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.4 Merkmal: Region-1 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym SWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 23,18 (5,73) 
Median (Min – Max) 25,00 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) -1,23 (5,28) 
Median (Min – Max) 0,00 [-28,00-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,81 (4,52) 
Median (Min – Max) -0,17 [-9,83-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) -1,35 (4,35) 
Median (Min – Max) -0,70 [-16,33-5,50] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -2,83 (5,39) 
Median (Min – Max) -2,17 [-21,00-3,00] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,00 (3,26) 
Median (Min – Max) -0,17 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -1,32 (4,15) 
Median (Min – Max) 0,00 [-8,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,21 (3,23) 
Median (Min – Max) 0,00 [-3,50-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,12 (5,46) 
Median (Min – Max) -2,33 [-8,40-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -4,27 (6,61) 
Median (Min – Max) -1,33 [-14,00-2,00] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,93 (5,50) 
Median (Min – Max) -2,33 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,46 (6,86) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,87 (2,83) 
Median (Min – Max) 3,33 [-1,40-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -1,73 (4,20) 
Median (Min – Max) -1,08 [-12,83-6,67] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym SWB Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 22,51 (6,59) 
Median (Min – Max) 24,50 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 1,13 (8,72) 
Median (Min – Max) 0,00 [-21,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 2,00 (10,04) 
Median (Min – Max) 0,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,65 (9,78) 
Median (Min – Max) 0,00 [-8,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,82 (11,98) 
Median (Min – Max) -0,70 [-19,25-28,00] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -1,17 (3,96) 
Median (Min – Max) 0,00 [-8,50-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,84 (7,54) 
Median (Min – Max) -1,17 [-9,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 4,20 (7,27) 
Median (Min – Max) 0,00 [0,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,16 (4,69) 
Median (Min – Max) 0,00 [-4,67-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FSC_PSHS04: FACT-Lym SWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) 1,36 (6,92) 
Median (Min – Max) 0,00 [-8,17-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym SWB Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 47 (97,9) 
Mean (SD) 20,23 (4,73) 
Median (Min – Max) 22,00 [6,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) 0,08 (4,85) 
Median (Min – Max) -0,08 [-14,17-15,17] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 35 (97,2) 
Mean (SD) -0,69 (4,50) 
Median (Min – Max) -1,00 [-13,17-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,65 (4,73) 
Median (Min – Max) 0,00 [-13,17-9,80] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -0,07 (2,88) 
Median (Min – Max) 0,00 [-9,10-3,50] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,30 (3,41) 
Median (Min – Max) 0,00 [-6,77-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,77 (4,57) 
Median (Min – Max) -0,50 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -2,24 (4,23) 
Median (Min – Max) -1,58 [-12,60-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -2,41 (4,53) 
Median (Min – Max) -2,20 [-12,60-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -3,61 (4,72) 
Median (Min – Max) -1,52 [-12,60-0,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,79 (1,05) 
Median (Min – Max) -1,20 [-3,00--1,17] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -0,93 (1,32) 
Median (Min – Max) -0,93 [-1,87-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,93 (0,09) 
Median (Min – Max) -1,93 [-2,00--1,87] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (66,7) 
Mean (SD) -1,95 (5,05) 
Median (Min – Max) -1,17 [-14,00-10,20] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.5 Merkmal: Region-2 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym SWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 23,18 (5,73) 
Median (Min – Max) 25,00 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) -1,23 (5,28) 
Median (Min – Max) 0,00 [-28,00-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,81 (4,52) 
Median (Min – Max) -0,17 [-9,83-8,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) -1,35 (4,35) 
Median (Min – Max) -0,70 [-16,33-5,50] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -2,83 (5,39) 
Median (Min – Max) -2,17 [-21,00-3,00] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,00 (3,26) 
Median (Min – Max) -0,17 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -1,32 (4,15) 
Median (Min – Max) 0,00 [-8,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,21 (3,23) 
Median (Min – Max) 0,00 [-3,50-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,12 (5,46) 
Median (Min – Max) -2,33 [-8,40-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -4,27 (6,61) 
Median (Min – Max) -1,33 [-14,00-2,00] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,93 (5,50) 
Median (Min – Max) -2,33 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,46 (6,86) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,87 (2,83) 
Median (Min – Max) 3,33 [-1,40-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -1,73 (4,20) 
Median (Min – Max) -1,08 [-12,83-6,67] 



Sobi Page 749 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym SWB Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 78 (98,7) 
Mean (SD) 21,00 (5,55) 
Median (Min – Max) 22,08 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 67 (94,4) 
Mean (SD) 0,42 (6,31) 
Median (Min – Max) 0,00 [-21,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 48 (90,6) 
Mean (SD) -0,17 (6,40) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 36 (90,0) 
Mean (SD) 0,36 (6,71) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) -0,63 (7,34) 
Median (Min – Max) 0,00 [-19,25-28,00] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) -0,59 (3,51) 
Median (Min – Max) 0,00 [-8,50-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -0,80 (5,50) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -0,75 (5,50) 
Median (Min – Max) -1,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -1,61 (4,54) 
Median (Min – Max) -1,10 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -3,09 (4,52) 
Median (Min – Max) -1,17 [-12,60-0,00] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,34 (1,24) 
Median (Min – Max) -1,18 [-3,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,62 (1,08) 
Median (Min – Max) 0,00 [-1,87-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,29 (1,12) 
Median (Min – Max) -1,87 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS05: FACT-Lym SWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (72,2) 
Mean (SD) -0,76 (6,12) 
Median (Min – Max) -0,33 [-14,00-28,00] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym SWB Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 23,50 (3,38) 
Median (Min – Max) 24,00 [18,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,70 (2,92) 
Median (Min – Max) 0,00 [-5,83-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,03 (3,30) 
Median (Min – Max) 0,00 [-3,50-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,04 (3,82) 
Median (Min – Max) -0,67 [-3,50-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,17 (2,19) 
Median (Min – Max) 0,00 [-2,33-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,22 (4,30) 
Median (Min – Max) 0,00 [-2,33-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,89 (3,75) 
Median (Min – Max) 0,00 [-2,33-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,83 (4,01) 
Median (Min – Max) 2,83 [0,00-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,72 (4,63) 
Median (Min – Max) 0,00 [-3,50-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (4,24) 
Median (Min – Max) 3,00 [0,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,42 (4,83) 
Median (Min – Max) 3,42 [0,00-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,67 (2,36) 
Median (Min – Max) 1,67 [0,00-3,33] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -2,31 (6,22) 
Median (Min – Max) -1,17 [-11,67-6,00] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym SWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 19,35 (6,49) 
Median (Min – Max) 19,83 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 1,14 (7,80) 
Median (Min – Max) 0,50 [-14,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,56 (9,45) 
Median (Min – Max) -1,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,43 (10,23) 
Median (Min – Max) -1,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,12 (9,54) 
Median (Min – Max) 1,00 [-4,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,03 (3,74) 
Median (Min – Max) 1,87 [-5,37-3,50] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,09 (3,15) 
Median (Min – Max) 1,63 [-4,67-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,14 (3,70) 
Median (Min – Max) -1,17 [-3,50-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,86 (2,73) 
Median (Min – Max) 0,23 [-3,97-1,17] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,17 (NE) 
Median (Min – Max) -1,17 [-1,17--1,17] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,17 (NE) 
Median (Min – Max) -1,17 [-1,17--1,17] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 14 (66,7) 
Mean (SD) -0,08 (9,14) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym SWB Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 23,20 (4,63) 
Median (Min – Max) 24,25 [14,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -2,74 (7,55) 
Median (Min – Max) -1,58 [-21,50-6,53] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -3,42 (6,44) 
Median (Min – Max) -4,00 [-13,50-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -2,07 (4,31) 
Median (Min – Max) -1,17 [-8,50-3,50] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) -1,40 (4,65) 
Median (Min – Max) -1,17 [-10,50-3,50] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,17 (3,59) 
Median (Min – Max) -1,17 [-8,50-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,87 (4,49) 
Median (Min – Max) -1,00 [-9,50-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,83 (1,76) 
Median (Min – Max) -2,00 [-3,50-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,33 (3,30) 
Median (Min – Max) -2,33 [-4,67-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (70,6) 
Mean (SD) -1,40 (6,61) 
Median (Min – Max) -0,58 [-12,83-10,20] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym SWB Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 82 (100,0) 
Mean (SD) 22,04 (5,78) 
Median (Min – Max) 23,33 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 68 (94,4) 
Mean (SD) -0,06 (5,19) 
Median (Min – Max) 0,00 [-28,00-15,17] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 51 (94,4) 
Mean (SD) -0,05 (4,44) 
Median (Min – Max) 0,00 [-9,00-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 37 (88,1) 
Mean (SD) -0,48 (4,63) 
Median (Min – Max) 0,00 [-16,33-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) -3,26 (5,87) 
Median (Min – Max) -1,40 [-21,00-2,80] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) -0,98 (3,13) 
Median (Min – Max) 0,00 [-7,00-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -1,36 (5,89) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,02 (5,75) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,52 (5,40) 
Median (Min – Max) -2,27 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -4,87 (5,44) 
Median (Min – Max) -1,87 [-14,00-0,00] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -3,31 (3,12) 
Median (Min – Max) -2,67 [-7,00-0,67] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -2,67 (4,75) 
Median (Min – Max) -0,93 [-9,80-2,67] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,40 (2,72) 
Median (Min – Max) -1,63 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS06: FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (74,4) 
Mean (SD) -1,22 (3,98) 
Median (Min – Max) -1,00 [-11,20-8,50] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.7 Merkmal: Bulky Erkrankung 
 FACT-Lym SWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym SWB Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 125 (99,2) 
Mean (SD) 21,99 (5,71) 
Median (Min – Max) 23,00 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 108 (95,6) 
Mean (SD) -0,20 (6,03) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 79 (92,9) 
Mean (SD) -0,42 (5,71) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 60 (90,9) 
Mean (SD) -0,31 (5,92) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,47 (6,68) 
Median (Min – Max) -0,67 [-21,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) -0,78 (3,35) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) -0,99 (4,96) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 0,05 (4,71) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) -1,76 (4,69) 
Median (Min – Max) -1,10 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) -3,58 (5,24) 
Median (Min – Max) -1,25 [-14,00-2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,67 (3,98) 
Median (Min – Max) -1,20 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -1,15 (5,23) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,29 (2,59) 
Median (Min – Max) -0,70 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (1,15) 
Median (Min – Max) 0,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 92 (73,0) 
Mean (SD) -1,14 (5,48) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.8 Merkmal: Double/Triple-Hit 
 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym SWB Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 24,31 (4,23) 
Median (Min – Max) 26,13 [16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,40 (8,39) 
Median (Min – Max) 0,50 [-28,00-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,57 (3,65) 
Median (Min – Max) 0,00 [-8,40-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -4,19 (6,65) 
Median (Min – Max) -1,75 [-16,33-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,91 (4,76) 
Median (Min – Max) 0,00 [-7,00-2,80] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,25 (4,25) 
Median (Min – Max) -1,83 [-7,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -4,44 (5,32) 
Median (Min – Max) -7,00 [-8,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,48 (2,16) 
Median (Min – Max) 0,00 [-1,40-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -7,70 (0,99) 
Median (Min – Max) -7,70 [-8,40--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -11,00 (4,24) 
Median (Min – Max) -11,00 [-14,00--8,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -7,00 (0,00) 
Median (Min – Max) -7,00 [-7,00--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,40 (1,98) 
Median (Min – Max) -8,40 [-9,80--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,40 (NE) 
Median (Min – Max) -1,40 [-1,40--1,40] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -3,52 (3,85) 
Median (Min – Max) -1,33 [-8,17-0,50] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym SWB Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 115 (99,1) 
Mean (SD) 21,56 (5,80) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 99 (95,2) 
Mean (SD) 0,03 (5,59) 
Median (Min – Max) 0,00 [-21,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 71 (91,0) 
Mean (SD) -0,40 (5,92) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 55 (91,7) 
Mean (SD) 0,08 (5,70) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 42 (97,7) 
Mean (SD) -1,42 (6,92) 
Median (Min – Max) -0,83 [-21,00-28,00] 
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Table LT1FSC_PSHS08: FACT-Lym SWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) -0,59 (3,25) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,60 (4,87) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,02 (5,04) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,10 (4,47) 
Median (Min – Max) 0,00 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,10 (4,10) 
Median (Min – Max) -1,08 [-12,60-2,00] 
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Table LT1FSC_PSHS08: FACT-Lym SWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,15 (2,99) 
Median (Min – Max) -1,17 [-3,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,27 (3,08) 
Median (Min – Max) 0,00 [-1,87-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,63 (2,74) 
Median (Min – Max) 0,00 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS08: FACT-Lym SWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 84 (72,4) 
Mean (SD) -0,88 (5,55) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.9 Merkmal: Transformation des DLBCL 
 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym SWB Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 21,61 (4,86) 
Median (Min – Max) 22,00 [11,20-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) -1,05 (3,39) 
Median (Min – Max) 0,00 [-8,87-4,83] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -0,83 (4,05) 
Median (Min – Max) -1,63 [-8,00-7,47] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,13 (3,93) 
Median (Min – Max) 0,00 [-5,00-9,80] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,54 (3,54) 
Median (Min – Max) 0,00 [-9,00-3,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,63 (1,96) 
Median (Min – Max) 0,00 [-2,00-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,63 (1,82) 
Median (Min – Max) 0,00 [-1,00-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,71 (3,51) 
Median (Min – Max) -0,50 [-2,00-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,40 (2,51) 
Median (Min – Max) -2,20 [-5,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,29 (2,53) 
Median (Min – Max) -1,87 [-5,00-0,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,40 (1,51) 
Median (Min – Max) -1,20 [-3,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,62 (1,08) 
Median (Min – Max) 0,00 [-1,87-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,29 (1,12) 
Median (Min – Max) -1,87 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 17 (70,8) 
Mean (SD) -2,13 (4,34) 
Median (Min – Max) -1,00 [-11,67-4,83] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym SWB Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 105 (99,1) 
Mean (SD) 21,92 (5,90) 
Median (Min – Max) 23,33 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 90 (94,7) 
Mean (SD) -0,04 (6,41) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 64 (91,4) 
Mean (SD) -0,32 (6,06) 
Median (Min – Max) -0,17 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 50 (92,6) 
Mean (SD) -0,39 (6,25) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) -1,73 (7,33) 
Median (Min – Max) -1,00 [-21,00-28,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -1,03 (3,50) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -1,33 (5,35) 
Median (Min – Max) -0,58 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) -0,09 (5,02) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,65 (5,03) 
Median (Min – Max) 0,00 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -4,01 (5,94) 
Median (Min – Max) -1,17 [-14,00-2,00] 
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Table LT1FSC_PSHS09: FACT-Lym SWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,81 (4,93) 
Median (Min – Max) -1,75 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) -1,46 (6,86) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,87 (2,83) 
Median (Min – Max) 3,33 [-1,40-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 76 (71,7) 
Mean (SD) -0,92 (5,67) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym SWB Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 22,53 (6,45) 
Median (Min – Max) 24,00 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 0,26 (8,19) 
Median (Min – Max) 0,17 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 0,60 (7,05) 
Median (Min – Max) 0,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 1,45 (6,56) 
Median (Min – Max) 0,00 [-8,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,34 (9,14) 
Median (Min – Max) -0,33 [-21,00-28,00] 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 0,30 (3,28) 
Median (Min – Max) 0,58 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,43 (5,11) 
Median (Min – Max) 0,83 [-9,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,08 (4,93) 
Median (Min – Max) 1,33 [-3,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,41 (4,55) 
Median (Min – Max) 0,70 [-4,67-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,17 (1,88) 
Median (Min – Max) -1,17 [-1,33-2,00] 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,83 (3,72) 
Median (Min – Max) 0,67 [-1,17-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 4,75 (2,95) 
Median (Min – Max) 4,75 [2,67-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (0,24) 
Median (Min – Max) 3,50 [3,33-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 33 (76,7) 
Mean (SD) 0,53 (6,12) 
Median (Min – Max) 0,00 [-8,17-28,00] 



Sobi Page 791 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym SWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 22,12 (3,86) 
Median (Min – Max) 22,00 [15,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,41 (5,49) 
Median (Min – Max) 0,00 [-14,17-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -1,44 (5,14) 
Median (Min – Max) -1,00 [-13,17-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,86 (5,18) 
Median (Min – Max) -1,00 [-13,17-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -2,42 (6,48) 
Median (Min – Max) -1,00 [-19,25-2,00] 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,73 (3,42) 
Median (Min – Max) 0,00 [-5,37-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,21 (2,55) 
Median (Min – Max) 1,63 [0,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,82 (1,73) 
Median (Min – Max) 1,63 [-1,17-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,66 (3,04) 
Median (Min – Max) 0,00 [-3,97-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
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Table LT1FSC_PSHS10: FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,33 (NE) 
Median (Min – Max) -2,33 [-2,33--2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -1,37 (5,93) 
Median (Min – Max) 0,00 [-14,00-8,50] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym SWB Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 75 (98,7) 
Mean (SD) 21,36 (6,28) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 65 (94,2) 
Mean (SD) -0,26 (7,04) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 53 (93,0) 
Mean (SD) -0,35 (6,24) 
Median (Min – Max) -0,17 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) -0,16 (6,21) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,21 (7,35) 
Median (Min – Max) -0,67 [-21,00-28,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 24 (96,0) 
Mean (SD) -0,97 (3,32) 
Median (Min – Max) 0,00 [-8,50-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) -1,48 (4,54) 
Median (Min – Max) 0,00 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) -0,49 (4,02) 
Median (Min – Max) 0,00 [-12,60-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) -2,64 (4,24) 
Median (Min – Max) -2,20 [-12,60-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -3,44 (4,31) 
Median (Min – Max) -1,33 [-12,60-0,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,95 (2,77) 
Median (Min – Max) -1,18 [-7,00-0,67] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) -1,24 (3,60) 
Median (Min – Max) 0,00 [-7,00-2,67] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,05 (2,64) 
Median (Min – Max) -0,93 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 



Sobi Page 798 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 52 (68,4) 
Mean (SD) -0,93 (6,62) 
Median (Min – Max) -0,50 [-14,00-28,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym SWB Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 22,58 (4,69) 
Median (Min – Max) 23,00 [8,40-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
Mean (SD) -0,35 (4,59) 
Median (Min – Max) 0,00 [-12,83-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) -0,33 (4,95) 
Median (Min – Max) -0,50 [-9,83-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) -0,05 (4,59) 
Median (Min – Max) -0,85 [-7,83-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -2,62 (5,96) 
Median (Min – Max) -1,40 [-19,25-2,80] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) -0,35 (2,23) 
Median (Min – Max) 0,00 [-3,00-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,69 (6,03) 
Median (Min – Max) -1,05 [-4,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,17 (7,76) 
Median (Min – Max) -1,63 [-4,67-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,35 (4,22) 
Median (Min – Max) 0,00 [-3,50-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,33 (NE) 
Median (Min – Max) -2,33 [-2,33--2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -2,00 (3,65) 
Median (Min – Max) -1,25 [-12,83-7,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym SWB Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 22,50 (5,01) 
Median (Min – Max) 24,00 [14,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 0,19 (2,65) 
Median (Min – Max) 0,00 [-4,20-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,43 (3,47) 
Median (Min – Max) -0,23 [-2,80-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,75 (2,99) 
Median (Min – Max) 0,00 [-2,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (2,12) 
Median (Min – Max) 1,50 [0,00-3,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,67 (NE) 
Median (Min – Max) 5,67 [5,67-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,67 (NE) 
Median (Min – Max) 5,67 [5,67-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,83 (NE) 
Median (Min – Max) 6,83 [6,83-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,33 (NE) 
Median (Min – Max) 3,33 [3,33-3,33] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 1,39 (2,79) 
Median (Min – Max) 1,17 [-1,40-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym SWB Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 20,48 (5,49) 
Median (Min – Max) 22,00 [14,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,97 (2,68) 
Median (Min – Max) 1,00 [-2,00-4,83] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (0,00) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (1,41) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FSC_PSHS11: FACT-Lym SWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,13 (1,39) 
Median (Min – Max) 0,00 [-1,33-2,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.12 Merkmal: Primärdiagnose 
 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym SWB Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 111 (99,1) 
Mean (SD) 21,69 (5,68) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 97 (96,0) 
Mean (SD) 0,08 (5,66) 
Median (Min – Max) 0,00 [-21,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 71 (91,0) 
Mean (SD) -0,40 (5,92) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 55 (91,7) 
Mean (SD) 0,05 (5,71) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 42 (97,7) 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,42 (6,92) 
Median (Min – Max) -0,83 [-21,00-28,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) -0,59 (3,25) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,60 (4,87) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,02 (5,04) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,10 (4,47) 
Median (Min – Max) 0,00 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,10 (4,10) 
Median (Min – Max) -1,08 [-12,60-2,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,15 (2,99) 
Median (Min – Max) -1,17 [-3,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,27 (3,08) 
Median (Min – Max) 0,00 [-1,87-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,63 (2,74) 
Median (Min – Max) 0,00 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 80 (71,4) 
Mean (SD) -0,98 (5,72) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym SWB Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 24,84 (4,05) 
Median (Min – Max) 27,00 [16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -2,63 (9,05) 
Median (Min – Max) 0,50 [-28,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,49 (4,12) 
Median (Min – Max) 0,00 [-8,40-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -4,47 (7,40) 
Median (Min – Max) -0,70 [-16,33-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,91 (4,76) 
Median (Min – Max) 0,00 [-7,00-2,80] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,25 (4,25) 
Median (Min – Max) -1,83 [-7,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -4,44 (5,32) 
Median (Min – Max) -7,00 [-8,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,48 (2,16) 
Median (Min – Max) 0,00 [-1,40-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -7,70 (0,99) 
Median (Min – Max) -7,70 [-8,40--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -11,00 (4,24) 
Median (Min – Max) -11,00 [-14,00--8,00] 
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Table LT1FSC_PSHS12: FACT-Lym SWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -7,00 (0,00) 
Median (Min – Max) -7,00 [-7,00--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,40 (1,98) 
Median (Min – Max) -8,40 [-9,80--7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,40 (NE) 
Median (Min – Max) -1,40 [-1,40--1,40] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,76 (3,79) 
Median (Min – Max) -1,33 [-8,17-0,50] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym SWB Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 21,69 (6,04) 
Median (Min – Max) 24,00 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 48 (92,3) 
Mean (SD) -0,43 (5,74) 
Median (Min – Max) 0,00 [-21,50-15,17] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 33 (86,8) 
Mean (SD) -0,93 (4,72) 
Median (Min – Max) -1,00 [-13,50-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 24 (82,8) 
Mean (SD) -0,03 (5,16) 
Median (Min – Max) 0,00 [-8,50-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,41 (3,71) 
Median (Min – Max) -1,08 [-10,50-3,50] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -1,47 (3,46) 
Median (Min – Max) -1,17 [-8,50-3,50] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -1,26 (5,73) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -1,07 (6,23) 
Median (Min – Max) -1,08 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -2,34 (4,89) 
Median (Min – Max) -2,33 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -4,13 (5,09) 
Median (Min – Max) -1,87 [-12,60-0,00] 



Sobi Page 818 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,34 (1,24) 
Median (Min – Max) -1,18 [-3,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,62 (1,08) 
Median (Min – Max) 0,00 [-1,87-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,29 (1,12) 
Median (Min – Max) -1,87 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (66,1) 
Mean (SD) -0,48 (4,45) 
Median (Min – Max) 0,00 [-12,83-8,50] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym SWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 21,93 (6,21) 
Median (Min – Max) 22,75 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 0,33 (7,96) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 1,38 (7,50) 
Median (Min – Max) 0,00 [-8,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 1,46 (7,51) 
Median (Min – Max) 0,00 [-3,27-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 1,45 (11,64) 
Median (Min – Max) 1,00 [-21,00-28,00] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,62 (2,97) 
Median (Min – Max) 1,20 [-4,67-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,72 (2,93) 
Median (Min – Max) 2,00 [-2,10-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 2,10 (3,26) 
Median (Min – Max) 2,33 [-2,10-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,30 (0,94) 
Median (Min – Max) 1,67 [0,23-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,17 (0,24) 
Median (Min – Max) -1,17 [-1,33--1,00] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,67 (NE) 
Median (Min – Max) 0,67 [0,67-0,67] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,67 (NE) 
Median (Min – Max) 2,67 [2,67-2,67] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,67 (NE) 
Median (Min – Max) 3,67 [3,67-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) 0,00 (6,82) 
Median (Min – Max) 0,00 [-8,17-28,00] 



Sobi Page 823 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym SWB Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 39 (100,0) 
Mean (SD) 22,05 (4,82) 
Median (Min – Max) 22,17 [6,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) -0,44 (4,13) 
Median (Min – Max) -1,00 [-14,17-9,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 27 (100,0) 
Mean (SD) -1,06 (5,33) 
Median (Min – Max) -1,00 [-13,17-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) -1,90 (5,19) 
Median (Min – Max) -1,00 [-16,33-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -3,27 (5,20) 
Median (Min – Max) -2,33 [-19,25-3,00] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -0,48 (3,38) 
Median (Min – Max) 0,00 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -1,72 (4,11) 
Median (Min – Max) -1,17 [-8,00-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,43 (2,81) 
Median (Min – Max) 0,00 [-3,50-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,23 (5,38) 
Median (Min – Max) -2,33 [-8,40-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -4,00 (6,78) 
Median (Min – Max) 0,00 [-14,00-2,00] 
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Table LT1FSC_PSHS13: FACT-Lym SWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,58 (6,13) 
Median (Min – Max) -4,67 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,49 (7,46) 
Median (Min – Max) -3,50 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,97 (3,35) 
Median (Min – Max) 0,97 [-1,40-3,33] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 31 (79,5) 
Mean (SD) -2,81 (5,24) 
Median (Min – Max) -1,17 [-14,00-10,20] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym SWB Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 91 (98,9) 
Mean (SD) 21,87 (5,66) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 81 (94,2) 
Mean (SD) -0,20 (6,48) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 61 (92,4) 
Mean (SD) -0,32 (6,02) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
Mean (SD) -0,12 (5,84) 
Median (Min – Max) 0,00 [-13,17-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,60 (7,64) 
Median (Min – Max) -0,67 [-21,00-28,00] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,52 (3,34) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 23 (100,0) 
Mean (SD) -1,16 (4,29) 
Median (Min – Max) 0,00 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -0,62 (4,45) 
Median (Min – Max) -0,50 [-12,60-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -2,10 (4,32) 
Median (Min – Max) -2,27 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -2,83 (4,80) 
Median (Min – Max) -1,33 [-12,60-2,00] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,03 (3,62) 
Median (Min – Max) -1,20 [-3,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,53 (3,38) 
Median (Min – Max) 0,00 [-1,87-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,78 (3,14) 
Median (Min – Max) 0,73 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 63 (68,5) 
Mean (SD) -0,99 (5,95) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym SWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 21,26 (5,78) 
Median (Min – Max) 22,08 [8,40-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -0,20 (5,02) 
Median (Min – Max) 0,00 [-12,83-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,37 (5,62) 
Median (Min – Max) 0,00 [-9,83-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,80 (5,47) 
Median (Min – Max) 0,00 [-7,83-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -0,48 (2,44) 
Median (Min – Max) -0,50 [-4,00-3,50] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,30 (2,80) 
Median (Min – Max) 0,00 [-4,00-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,53 (7,92) 
Median (Min – Max) 0,00 [-2,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,53 (7,00) 
Median (Min – Max) 1,00 [0,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,78 (3,99) 
Median (Min – Max) 1,00 [0,00-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FSC_PSHS14: FACT-Lym SWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -0,56 (4,27) 
Median (Min – Max) 0,00 [-12,83-7,00] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym SWB Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 40 (100,0) 
Mean (SD) 21,92 (4,68) 
Median (Min – Max) 22,58 [11,20-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) -0,77 (5,61) 
Median (Min – Max) 0,00 [-21,50-7,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) -0,27 (5,19) 
Median (Min – Max) 0,00 [-13,50-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) -0,22 (5,17) 
Median (Min – Max) 0,00 [-13,17-9,80] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,77 (6,18) 
Median (Min – Max) 0,00 [-21,00-3,50] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,16 (4,16) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) -1,24 (5,46) 
Median (Min – Max) 0,00 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,89 (5,16) 
Median (Min – Max) -0,08 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,03 (4,96) 
Median (Min – Max) 0,50 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -2,00 (4,45) 
Median (Min – Max) -1,08 [-12,60-2,00] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,39 (3,31) 
Median (Min – Max) -1,17 [-2,33-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 1,91 (3,77) 
Median (Min – Max) 1,33 [-1,87-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,71 (3,10) 
Median (Min – Max) 3,33 [-1,87-3,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 27 (67,5) 
Mean (SD) -1,97 (5,58) 
Median (Min – Max) -1,00 [-14,00-10,20] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym SWB Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 74 (98,7) 
Mean (SD) 21,78 (5,82) 
Median (Min – Max) 22,58 [2,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 61 (95,3) 
Mean (SD) 0,06 (4,40) 
Median (Min – Max) 0,00 [-12,83-15,17] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) -0,77 (4,49) 
Median (Min – Max) -1,00 [-9,83-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,58 (3,57) 
Median (Min – Max) -1,00 [-7,83-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) -2,15 (4,63) 
Median (Min – Max) -1,28 [-19,25-3,00] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,96 (2,44) 
Median (Min – Max) 0,00 [-5,37-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) -0,00 (4,29) 
Median (Min – Max) -1,00 [-5,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,15 (4,76) 
Median (Min – Max) 0,00 [-3,50-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,19 (4,10) 
Median (Min – Max) -1,75 [-5,00-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,50 (3,54) 
Median (Min – Max) -2,50 [-5,00-0,00] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,50 (2,12) 
Median (Min – Max) -1,50 [-3,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS15: FACT-Lym SWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 58 (77,3) 
Mean (SD) -0,93 (4,04) 
Median (Min – Max) -1,00 [-12,83-8,50] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym SWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 21,37 (5,84) 
Median (Min – Max) 22,08 [8,40-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -0,09 (4,89) 
Median (Min – Max) 0,00 [-12,83-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,32 (5,40) 
Median (Min – Max) -1,00 [-9,83-10,85] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,19 (5,41) 
Median (Min – Max) -1,00 [-7,83-11,20] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,57 (1,36) 
Median (Min – Max) -1,20 [-4,00-0,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,30 (3,32) 
Median (Min – Max) -2,00 [-4,00-2,80] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,30 (8,91) 
Median (Min – Max) 6,30 [0,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,30 (8,91) 
Median (Min – Max) 6,30 [0,00-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,68 (5,20) 
Median (Min – Max) 3,68 [0,00-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -1,04 (4,39) 
Median (Min – Max) -0,33 [-12,83-7,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym SWB Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 103 (99,0) 
Mean (SD) 21,96 (5,51) 
Median (Min – Max) 23,00 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 91 (94,8) 
Mean (SD) -0,24 (6,23) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 68 (93,2) 
Mean (SD) -0,29 (5,82) 
Median (Min – Max) -0,58 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 51 (92,7) 
Mean (SD) -0,30 (5,98) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 40 (100,0) 
Mean (SD) -1,32 (7,19) 
Median (Min – Max) 0,00 [-21,00-28,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) -0,77 (3,45) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -1,29 (4,25) 
Median (Min – Max) -0,50 [-12,60-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,60 (4,09) 
Median (Min – Max) -1,00 [-12,60-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -2,09 (4,35) 
Median (Min – Max) -2,20 [-12,60-5,67] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -3,50 (5,47) 
Median (Min – Max) -1,25 [-14,00-2,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,15 (3,95) 
Median (Min – Max) -1,20 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -0,36 (5,52) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,35 (2,89) 
Median (Min – Max) -1,40 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (1,41) 
Median (Min – Max) -1,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS16: FACT-Lym SWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 71 (68,3) 
Mean (SD) -1,07 (5,78) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym SWB Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 24,71 (4,16) 
Median (Min – Max) 26,50 [18,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -5,25 (11,30) 
Median (Min – Max) -1,33 [-28,00-1,67] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,17 (2,98) 
Median (Min – Max) 0,67 [-3,50-2,83] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,46 (1,80) 
Median (Min – Max) 0,33 [-1,17-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,44 (2,01) 
Median (Min – Max) -0,67 [-2,33-1,67] 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,94 (1,86) 
Median (Min – Max) 1,67 [-1,17-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,94 (1,86) 
Median (Min – Max) 1,67 [-1,17-2,33] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,72 (4,76) 
Median (Min – Max) 2,83 [-3,50-5,83] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,67 (NE) 
Median (Min – Max) -4,67 [-4,67--4,67] 
 
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,22 (1,27) 
Median (Min – Max) 0,25 [-1,33-2,00] 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym SWB Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 121 (99,2) 
Mean (SD) 21,67 (5,75) 
Median (Min – Max) 22,17 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 105 (95,5) 
Mean (SD) 0,05 (5,46) 
Median (Min – Max) 0,00 [-21,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 75 (91,5) 
Mean (SD) -0,45 (5,83) 
Median (Min – Max) -1,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 57 (90,5) 
Mean (SD) -0,39 (6,06) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) -1,54 (6,89) 
Median (Min – Max) -0,83 [-21,00-28,00] 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,95 (3,43) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -1,22 (5,17) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,21 (4,78) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -1,61 (4,77) 
Median (Min – Max) 0,00 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) -3,58 (5,24) 
Median (Min – Max) -1,25 [-14,00-2,00] 



Sobi Page 855 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,67 (3,98) 
Median (Min – Max) -1,20 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -1,15 (5,23) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,29 (2,59) 
Median (Min – Max) -0,70 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (1,15) 
Median (Min – Max) 0,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS17: FACT-Lym SWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 87 (71,3) 
Mean (SD) -1,23 (5,62) 
Median (Min – Max) -1,00 [-14,00-28,00] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

3.4.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym SWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 20,82 (4,62) 
Median (Min – Max) 22,00 [6,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) -0,37 (4,42) 
Median (Min – Max) 0,00 [-14,17-9,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -2,08 (4,31) 
Median (Min – Max) -1,00 [-13,17-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,95 (3,80) 
Median (Min – Max) 0,00 [-13,17-3,50] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,21 (3,30) 
Median (Min – Max) 0,00 [-9,00-3,50] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,85 (1,98) 
Median (Min – Max) 0,00 [-1,17-4,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,85 (2,84) 
Median (Min – Max) 0,00 [-2,10-5,00] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -0,53 (1,94) 
Median (Min – Max) -1,00 [-2,10-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,74 (1,09) 
Median (Min – Max) 0,23 [0,00-2,00] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) -2,63 (4,87) 
Median (Min – Max) -0,33 [-14,00-4,83] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym SWB Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 97 (99,0) 
Mean (SD) 22,20 (6,00) 
Median (Min – Max) 24,00 [0,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 83 (94,3) 
Mean (SD) -0,19 (6,41) 
Median (Min – Max) 0,00 [-28,00-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 60 (92,3) 
Mean (SD) 0,11 (6,02) 
Median (Min – Max) 0,00 [-13,50-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 45 (90,0) 
Mean (SD) -0,12 (6,48) 
Median (Min – Max) 0,00 [-16,33-28,00] 
 
FACT-Lym SWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 36 (94,7) 
Mean (SD) -1,86 (7,41) 
Median (Min – Max) -1,28 [-21,00-28,00] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym SWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -1,06 (3,48) 
Median (Min – Max) 0,00 [-8,50-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -1,38 (5,26) 
Median (Min – Max) -0,50 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 0,18 (5,17) 
Median (Min – Max) 0,00 [-12,60-12,60] 
 
FACT-Lym SWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -2,20 (4,96) 
Median (Min – Max) -2,33 [-12,60-7,35] 
 
FACT-Lym SWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -3,82 (5,42) 
Median (Min – Max) -1,33 [-14,00-2,00] 



Sobi Page 863 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FSC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:38:40 

 
Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym SWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,67 (3,98) 
Median (Min – Max) -1,20 [-7,00-6,00] 
 
FACT-Lym SWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -1,15 (5,23) 
Median (Min – Max) 0,00 [-9,80-6,83] 
 
FACT-Lym SWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,29 (2,59) 
Median (Min – Max) -0,70 [-2,00-3,67] 
 
FACT-Lym SWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (1,15) 
Median (Min – Max) 0,00 [-2,00-0,00] 
 
FACT-Lym SWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FSC_PSHS18: FACT-Lym SWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. SWB = social well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym SWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym SWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 70 (71,4) 
Mean (SD) -0,65 (5,58) 
Median (Min – Max) -1,00 [-12,83-28,00] 
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Table LT1FED_PSTS01: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5 Subgruppenanalysen zum FACT-Lym – emotionales Wohlbefinden (Zeit bis zur Verschlechterung) 

3.5.1 Merkmal Alter 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 12 (21,1) 
95%-CI [11,4-33,9] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [68,6-92,1] 
Month 6 63,2 [39,9-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS01: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 21 (39,6) 
95%-CI [26,5-54,0] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 3,71[2,17-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,5 [41,3-72,3] 
Month 6 40,5 [21,7-58,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS01: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 3 (15,0) 
95%-CI [3,2-37,9] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[4,44-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [65,0-99,2] 
Month 6 82,4 [42,6-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS02: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 12 (22,6) 
95%-CI [12,3-36,2] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[4,44-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [70,9-94,5] 
Month 6 67,6 [47,0-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS02: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 24 (31,2) 
95%-CI [21,1-42,7] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,78[3,71-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [53,3-77,7] 
Month 6 47,6 [28,1-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS03: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 34 (29,6) 
95%-CI [21,4-38,8] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,3 [63,5-82,3] 
Month 6 54,5 [40,3-66,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS03: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[2,83-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [43,5-95,1] 
Month 6 81,5 [43,5-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS04: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 8 (15,7) 
95%-CI [7,0-28,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[4,44-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [68,1-94,0] 
Month 6 71,2 [48,8-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS04: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[2,17-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,8 [49,6-87,6] 
Month 6 59,0 [25,2-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 874 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FED_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:41:25 

 
Table LT1FED_PSTS04: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 18 (37,5) 
95%-CI [24,0-52,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[3,02-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [50,5-79,8] 
Month 6 50,0 [30,5-66,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS05: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 8 (15,7) 
95%-CI [7,0-28,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[4,44-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [68,1-94,0] 
Month 6 71,2 [48,8-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS05: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 28 (35,4) 
95%-CI [25,0-47,0] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[3,65-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [56,1-79,1] 
Month 6 50,7 [34,3-65,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS06: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[0,72-6,93] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [18,6-85,0] 
Month 6 59,3 [18,6-85,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FED_PSTS06: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[2,83-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [46,6-92,8] 
Month 6 78,8 [46,6-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS06: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 4 (23,5) 
95%-CI [6,8-49,9] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[2,17-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [48,2-95,6] 
Month 6 66,7 [24,4-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS06: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 25 (30,5) 
95%-CI [20,8-41,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [63,0-84,0] 
Month 6 52,5 [36,1-66,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS07: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.5.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 35 (27,8) 
95%-CI [20,2-36,5] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[5,29-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,6 [65,5-83,1] 
Month 6 57,9 [44,5-69,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS08: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 4 (28,6) 
95%-CI [8,4-58,1] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[1,41-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [37,9-90,6] 
Month 6 55,0 [16,1-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS08: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 32 (27,6) 
95%-CI [19,7-36,7] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[5,29-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [64,4-83,1] 
Month 6 57,4 [43,0-69,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS09: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 7 (29,2) 
95%-CI [12,6-51,1] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[3,02-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [58,7-94,7] 
Month 6 55,2 [22,1-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS09: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 29 (27,4) 
95%-CI [19,1-36,9] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[5,29-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [61,9-81,7] 
Month 6 58,6 [44,1-70,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS10: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[3,71-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,7 [58,2-87,9] 
Month 6 61,8 [39,2-78,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS10: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,78[2,17-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,2 [35,0-81,8] 
Month 6 42,1 [14,9-67,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS11: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 15 (19,7) 
95%-CI [11,5-30,5] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [78,6-94,7] 
Month 6 71,9 [55,0-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS11: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 15 (44,1) 
95%-CI [27,2-62,1] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 3,65[1,64-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,7 [33,4-71,8] 
Month 6 29,6 [9,0-53,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS11: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FED_PSTS11: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FED_PSTS12: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 33 (29,5) 
95%-CI [21,2-38,8] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,3 [63,5-82,3] 
Month 6 56,7 [42,5-68,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS12: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[0,92-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 59,1 [16,0-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS13: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [61,1-86,5] 
Month 6 63,7 [43,9-78,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS13: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 8 (25,0) 
95%-CI [11,5-43,4] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,78[3,65-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [53,7-90,6] 
Month 6 42,7 [12,7-70,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS13: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 12 (30,8) 
95%-CI [17,0-47,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[3,52-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [52,3-84,2] 
Month 6 56,9 [35,1-73,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS14: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 25 (27,2) 
95%-CI [18,4-37,4] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,90[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [63,3-83,9] 
Month 6 58,6 [42,5-71,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS14: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 10 (45,5) 
95%-CI [24,4-67,8] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,29[1,64-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,2 [35,9-80,3] 
Month 6 40,8 [13,5-67,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS15: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 8 (20,0) 
95%-CI [9,1-35,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[4,44-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [62,1-91,1] 
Month 6 71,2 [49,3-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS15: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 24 (32,0) 
95%-CI [21,7-43,8] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,78[3,52-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [56,5-80,9] 
Month 6 47,0 [28,4-63,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS16: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 9 (40,9) 
95%-CI [20,7-63,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,29[1,77-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [38,4-83,4] 
Month 6 43,3 [14,0-69,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS16: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 26 (25,0) 
95%-CI [17,0-34,4] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [66,5-85,5] 
Month 6 60,5 [45,4-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS17: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FED_PSTS17: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 35 (28,7) 
95%-CI [20,9-37,6] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 6,93[5,13-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,7 [64,3-82,5] 
Month 6 55,6 [41,6-67,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS18: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.5.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 14 (43,8) 
95%-CI [26,4-62,3] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median 5,13[2,83-6,90] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,0 [45,5-81,6] 
Month 6 32,2 [9,6-57,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FED_PSTS18: Time to first decrease in FACT-Lym EWB by at least 4 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. EWB = emotional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym EWB by at least 4 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 22 (22,4) 
95%-CI [14,6-32,0] 
FACT-Lym EWB - Time to decrease by at least 4 points in months 
[95%-CI] 

 

Median NE[6,93-NE] 
FACT-Lym EWB - Time to decrease by at least 4 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [66,2-86,1] 
Month 6 65,7 [50,8-77,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6 Subgruppenanalysen zum FACT-Lym – emotionales Wohlbefinden (Veränderung gegenüber Studienbeginn) 

3.6.1 Merkmal Alter 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym EWB Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 56 (98,2) 
Mean (SD) 16,40 (4,80) 
Median (Min – Max) 17,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
Mean (SD) 1,00 (2,16) 
Median (Min – Max) 1,00 [-5,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) 0,68 (3,45) 
Median (Min – Max) 1,00 [-7,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 2,08 (3,39) 
Median (Min – Max) 2,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 21 (95,5) 
Mean (SD) 1,09 (3,57) 
Median (Min – Max) 1,00 [-10,00-8,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 1,68 (3,06) 
Median (Min – Max) 1,50 [-2,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 1,97 (2,92) 
Median (Min – Max) 1,90 [-2,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,25 (2,73) 
Median (Min – Max) 2,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 2,10 (2,01) 
Median (Min – Max) 1,50 [-1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,60 (0,89) 
Median (Min – Max) 1,00 [1,00-3,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (2,65) 
Median (Min – Max) 2,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,13 (1,96) 
Median (Min – Max) 1,00 [1,00-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,50 (2,12) 
Median (Min – Max) 2,50 [1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 40 (70,2) 
Mean (SD) -0,56 (3,45) 
Median (Min – Max) -1,00 [-8,00-6,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym EWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 50 (94,3) 
Mean (SD) 17,37 (4,47) 
Median (Min – Max) 18,50 [7,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) -0,42 (3,77) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 27 (79,4) 
Mean (SD) -0,27 (3,90) 
Median (Min – Max) 0,00 [-10,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,06 (2,74) 
Median (Min – Max) 0,00 [-6,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,53 (2,98) 
Median (Min – Max) -0,50 [-5,00-5,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,88 (3,28) 
Median (Min – Max) 0,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -0,36 (4,77) 
Median (Min – Max) 2,00 [-10,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,80 (2,28) 
Median (Min – Max) 1,00 [-2,40-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 1,23 (3,29) 
Median (Min – Max) 2,00 [-3,60-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,72 (4,28) 
Median (Min – Max) 2,00 [-5,00-5,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,90 (2,35) 
Median (Min – Max) 1,50 [-2,40-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,30 (3,26) 
Median (Min – Max) 0,10 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,73 (3,29) 
Median (Min – Max) -3,00 [-4,20-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (73,6) 
Mean (SD) -1,59 (4,53) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym EWB Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 17,21 (4,55) 
Median (Min – Max) 18,00 [6,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,71 (3,79) 
Median (Min – Max) 0,00 [-10,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 3,51 (3,55) 
Median (Min – Max) 4,00 [-2,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 1,67 (2,50) 
Median (Min – Max) 2,00 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 3,65 (3,77) 
Median (Min – Max) 3,60 [-1,00-9,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,50 (4,14) 
Median (Min – Max) 2,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,60 (4,34) 
Median (Min – Max) 4,00 [1,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,75 (3,30) 
Median (Min – Max) 2,00 [-2,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 5,50 (5,45) 
Median (Min – Max) 4,00 [1,00-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,00 (0,00) 
Median (Min – Max) -2,00 [-2,00--2,00] 
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Table LT1FEC_PSHS01: FACT-Lym EWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -3,00 (4,24) 
Median (Min – Max) -3,00 [-6,00-0,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -0,90 (3,25) 
Median (Min – Max) -2,00 [-6,00-4,00] 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.2 Merkmal: Geschlecht 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym EWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 49 (92,5) 
Mean (SD) 16,07 (4,68) 
Median (Min – Max) 18,00 [6,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) 0,99 (3,24) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) 2,10 (3,63) 
Median (Min – Max) 2,00 [-3,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 22 (78,6) 
Mean (SD) 2,02 (3,10) 
Median (Min – Max) 2,00 [-2,40-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,90 (4,25) 
Median (Min – Max) 3,00 [-5,00-9,00] 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,65 (3,95) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 1,60 (4,82) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 1,97 (2,51) 
Median (Min – Max) 2,00 [-2,40-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 2,63 (4,26) 
Median (Min – Max) 2,20 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,29 (3,35) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,51 (3,87) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,77 (3,63) 
Median (Min – Max) 2,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,76 (4,38) 
Median (Min – Max) 1,00 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (60,4) 
Mean (SD) -0,97 (4,22) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym EWB Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 76 (98,7) 
Mean (SD) 17,45 (4,53) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 68 (97,1) 
Mean (SD) 0,01 (3,16) 
Median (Min – Max) 0,00 [-10,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 44 (88,0) 
Mean (SD) -0,07 (3,73) 
Median (Min – Max) 0,00 [-10,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) 0,70 (3,06) 
Median (Min – Max) 1,00 [-8,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,16 (2,84) 
Median (Min – Max) 0,50 [-10,00-5,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 0,45 (2,78) 
Median (Min – Max) 1,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 1,86 (2,43) 
Median (Min – Max) 1,90 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,09 (2,41) 
Median (Min – Max) 0,80 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,97 (1,02) 
Median (Min – Max) 2,00 [1,00-3,80] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (0,58) 
Median (Min – Max) 2,00 [1,00-2,00] 
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Table LT1FEC_PSHS02: FACT-Lym EWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (0,71) 
Median (Min – Max) 1,50 [1,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (0,71) 
Median (Min – Max) 1,50 [1,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (74,0) 
Mean (SD) -1,09 (3,79) 
Median (Min – Max) -1,00 [-9,00-6,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.3 Merkmal: Ethnie 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym EWB Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 110 (95,7) 
Mean (SD) 16,90 (4,60) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 96 (92,3) 
Mean (SD) 0,21 (3,32) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 63 (85,1) 
Mean (SD) 0,49 (3,99) 
Median (Min – Max) 0,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 49 (87,5) 
Mean (SD) 0,97 (3,13) 
Median (Min – Max) 1,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 38 (92,7) 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 0,75 (3,84) 
Median (Min – Max) 0,50 [-10,00-9,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 0,11 (3,60) 
Median (Min – Max) 0,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 1,50 (4,39) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 1,13 (2,57) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 2,45 (3,67) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,51 (3,05) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 0,58 (3,59) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 1,66 (3,33) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,76 (4,38) 
Median (Min – Max) 1,00 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 77 (67,0) 
Mean (SD) -1,46 (3,84) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym EWB Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 17,00 (4,93) 
Median (Min – Max) 19,00 [6,00-22,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 1,67 (1,67) 
Median (Min – Max) 2,00 [-1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 2,58 (2,07) 
Median (Min – Max) 2,50 [-1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 2,30 (2,95) 
Median (Min – Max) 3,00 [-4,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 2,14 (2,04) 
Median (Min – Max) 2,00 [-1,00-4,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 2,67 (1,21) 
Median (Min – Max) 2,50 [1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,60 (2,19) 
Median (Min – Max) 2,00 [0,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (3,21) 
Median (Min – Max) 3,00 [-2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS03: FACT-Lym EWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (80,0) 
Mean (SD) 1,58 (3,63) 
Median (Min – Max) 3,00 [-6,00-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.4 Merkmal: Region-1 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym EWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 49 (96,1) 
Mean (SD) 16,49 (5,03) 
Median (Min – Max) 17,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 42 (93,3) 
Mean (SD) 0,74 (2,51) 
Median (Min – Max) 0,50 [-4,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 1,60 (2,92) 
Median (Min – Max) 1,50 [-4,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 24 (88,9) 
Mean (SD) 1,42 (3,22) 
Median (Min – Max) 1,50 [-4,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,67 (3,22) 
Median (Min – Max) 2,00 [-5,00-8,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,56 (4,23) 
Median (Min – Max) 1,50 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,64 (4,54) 
Median (Min – Max) 2,00 [-10,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,56 (2,24) 
Median (Min – Max) 3,00 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,67 (1,86) 
Median (Min – Max) 4,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,00 (1,58) 
Median (Min – Max) 3,00 [1,00-5,00] 



Sobi Page 937 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS04: FACT-Lym EWB - Change from Baseline by subgroup: Country 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,60 (2,07) 
Median (Min – Max) 2,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,92 (2,51) 
Median (Min – Max) 2,00 [-1,80-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,60 (4,28) 
Median (Min – Max) 2,00 [-4,20-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -0,28 (3,81) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym EWB Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 16,87 (5,09) 
Median (Min – Max) 19,00 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 0,04 (3,55) 
Median (Min – Max) 0,50 [-12,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 2,32 (5,15) 
Median (Min – Max) 3,50 [-6,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 1,20 (2,94) 
Median (Min – Max) 0,50 [-4,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 1,11 (3,47) 
Median (Min – Max) 0,00 [-3,00-9,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,80 (2,26) 
Median (Min – Max) 1,00 [-3,00-3,80] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,16 (4,19) 
Median (Min – Max) 4,00 [1,80-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 2,27 (2,37) 
Median (Min – Max) 1,00 [0,80-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,44 (4,51) 
Median (Min – Max) 3,80 [2,00-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -0,37 (4,09) 
Median (Min – Max) 0,00 [-9,00-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym EWB Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 45 (93,8) 
Mean (SD) 17,34 (3,90) 
Median (Min – Max) 18,00 [6,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 43 (93,5) 
Mean (SD) 0,22 (3,68) 
Median (Min – Max) 0,00 [-10,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 32 (88,9) 
Mean (SD) -0,34 (3,75) 
Median (Min – Max) 0,00 [-10,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,98 (3,20) 
Median (Min – Max) 1,80 [-8,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,33 (4,21) 
Median (Min – Max) 0,00 [-10,00-9,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,45 (2,95) 
Median (Min – Max) 0,50 [-5,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,30 (2,84) 
Median (Min – Max) 0,90 [-6,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -0,34 (2,25) 
Median (Min – Max) -0,50 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,07 (2,06) 
Median (Min – Max) 1,00 [-3,60-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -0,90 (2,68) 
Median (Min – Max) -0,50 [-5,00-2,00] 
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Table LT1FEC_PSHS04: FACT-Lym EWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,13 (2,20) 
Median (Min – Max) 0,00 [-2,40-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -1,00 (2,83) 
Median (Min – Max) -1,00 [-3,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (2,83) 
Median (Min – Max) -1,00 [-3,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 29 (60,4) 
Mean (SD) -2,28 (3,78) 
Median (Min – Max) -1,00 [-9,00-4,00] 
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Table LT1FEC_PSHS05: FACT-Lym EWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.5 Merkmal: Region-2 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym EWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 49 (96,1) 
Mean (SD) 16,49 (5,03) 
Median (Min – Max) 17,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 42 (93,3) 
Mean (SD) 0,74 (2,51) 
Median (Min – Max) 0,50 [-4,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 1,60 (2,92) 
Median (Min – Max) 1,50 [-4,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 24 (88,9) 
Mean (SD) 1,42 (3,22) 
Median (Min – Max) 1,50 [-4,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,67 (3,22) 
Median (Min – Max) 2,00 [-5,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,56 (4,23) 
Median (Min – Max) 1,50 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,64 (4,54) 
Median (Min – Max) 2,00 [-10,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,56 (2,24) 
Median (Min – Max) 3,00 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,67 (1,86) 
Median (Min – Max) 4,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,00 (1,58) 
Median (Min – Max) 3,00 [1,00-5,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,60 (2,07) 
Median (Min – Max) 2,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,92 (2,51) 
Median (Min – Max) 2,00 [-1,80-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,60 (4,28) 
Median (Min – Max) 2,00 [-4,20-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -0,28 (3,81) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym EWB Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 76 (96,2) 
Mean (SD) 17,18 (4,35) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 66 (93,0) 
Mean (SD) 0,14 (3,58) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 45 (84,9) 
Mean (SD) 0,31 (4,27) 
Median (Min – Max) 0,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 35 (87,5) 
Mean (SD) 1,04 (3,09) 
Median (Min – Max) 1,00 [-8,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 0,50 (3,88) 
Median (Min – Max) 0,00 [-10,00-9,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,57 (2,67) 
Median (Min – Max) 1,00 [-5,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 1,73 (3,89) 
Median (Min – Max) 1,80 [-6,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,26 (2,46) 
Median (Min – Max) 0,80 [-3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 1,90 (4,04) 
Median (Min – Max) 1,50 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,06 (2,48) 
Median (Min – Max) -2,00 [-5,00-2,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,60 (3,44) 
Median (Min – Max) -1,20 [-6,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 53 (67,1) 
Mean (SD) -1,57 (3,96) 
Median (Min – Max) -1,00 [-9,00-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym EWB Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 15,80 (4,05) 
Median (Min – Max) 15,50 [7,00-21,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,78 (5,17) 
Median (Min – Max) 3,00 [-12,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,60 (3,51) 
Median (Min – Max) 4,00 [-2,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 1,67 (1,53) 
Median (Min – Max) 2,00 [0,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,20 (3,47) 
Median (Min – Max) 0,50 [-5,00-3,20] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,33 (2,31) 
Median (Min – Max) 1,00 [-3,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 3,00 (2,83) 
Median (Min – Max) 3,00 [1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,13 (1,80) 
Median (Min – Max) 4,00 [2,40-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (4,95) 
Median (Min – Max) 1,50 [-2,00-5,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,50 (4,95) 
Median (Min – Max) -2,50 [-6,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,10 (5,52) 
Median (Min – Max) 2,10 [-1,80-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,90 (7,21) 
Median (Min – Max) 0,90 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -1,00 (4,73) 
Median (Min – Max) 0,00 [-9,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym EWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 16,37 (4,18) 
Median (Min – Max) 17,00 [9,00-22,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 0,22 (2,39) 
Median (Min – Max) 0,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,91 (3,65) 
Median (Min – Max) -1,00 [-7,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,53 (4,10) 
Median (Min – Max) 1,00 [-8,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -1,00 (3,85) 
Median (Min – Max) 0,00 [-10,00-3,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,33 (1,86) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,16 (2,06) 
Median (Min – Max) 1,00 [-2,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,60 (2,88) 
Median (Min – Max) -2,00 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 0,00 (2,58) 
Median (Min – Max) -1,00 [-4,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym EWB Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 17,44 (4,50) 
Median (Min – Max) 18,50 [8,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 1,07 (2,37) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 1,36 (3,47) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,33 (3,77) 
Median (Min – Max) 3,00 [-4,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,83 (3,06) 
Median (Min – Max) 2,50 [-1,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,20 (3,83) 
Median (Min – Max) 2,00 [1,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,40 (3,44) 
Median (Min – Max) 2,00 [0,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,00 (3,61) 
Median (Min – Max) 1,00 [-1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 11 (64,7) 
Mean (SD) -1,36 (3,93) 
Median (Min – Max) 0,00 [-8,00-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym EWB Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 80 (97,6) 
Mean (SD) 17,07 (4,85) 
Median (Min – Max) 18,50 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 67 (93,1) 
Mean (SD) 0,21 (3,27) 
Median (Min – Max) 0,00 [-10,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 48 (88,9) 
Mean (SD) 0,81 (3,86) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 36 (85,7) 
Mean (SD) 0,82 (2,54) 
Median (Min – Max) 0,00 [-4,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 1,31 (3,58) 
Median (Min – Max) 1,00 [-5,00-9,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 0,11 (3,71) 
Median (Min – Max) 1,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 1,16 (4,89) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 1,45 (2,09) 
Median (Min – Max) 2,00 [-2,40-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 2,27 (4,44) 
Median (Min – Max) 1,50 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 0,73 (2,78) 
Median (Min – Max) 1,00 [-5,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,93 (2,73) 
Median (Min – Max) 2,00 [-2,40-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,57 (2,67) 
Median (Min – Max) 1,50 [-3,00-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,00 (2,94) 
Median (Min – Max) 1,50 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (72,0) 
Mean (SD) -1,22 (4,14) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.7 Merkmal: Bulky Erkrankung 
 FACT-Lym EWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym EWB Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 121 (96,0) 
Mean (SD) 16,88 (4,66) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 105 (92,9) 
Mean (SD) 0,37 (3,25) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 75 (88,2) 
Mean (SD) 0,83 (3,82) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 58 (87,9) 
Mean (SD) 1,23 (3,13) 
Median (Min – Max) 1,40 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,97 (3,63) 
Median (Min – Max) 1,00 [-10,00-9,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) 0,56 (3,44) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) 1,69 (4,08) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 1,20 (2,59) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 2,43 (3,58) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,63 (2,94) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS07: FACT-Lym EWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,73 (3,39) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 1,70 (3,08) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,97 (3,95) 
Median (Min – Max) 1,50 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS07: FACT-Lym EWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 88 (69,8) 
Mean (SD) -1,00 (3,93) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.8 Merkmal: Double/Triple-Hit 
 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym EWB Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 17,50 (4,29) 
Median (Min – Max) 18,50 [7,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,50 (2,15) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 1,13 (4,12) 
Median (Min – Max) 2,50 [-6,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 1,33 (2,16) 
Median (Min – Max) 0,50 [-1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 



Sobi Page 972 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 2,40 (1,82) 
Median (Min – Max) 3,00 [0,00-4,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,25 (4,11) 
Median (Min – Max) -1,50 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,00 (2,65) 
Median (Min – Max) 3,00 [-1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (1,00) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (2,83) 
Median (Min – Max) 3,00 [1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (1,41) 
Median (Min – Max) 2,00 [1,00-3,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (3,54) 
Median (Min – Max) 3,50 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,70 (2,40) 
Median (Min – Max) 2,70 [1,00-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -1,22 (4,49) 
Median (Min – Max) -2,00 [-8,00-4,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym EWB Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 111 (95,7) 
Mean (SD) 16,83 (4,67) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 96 (92,3) 
Mean (SD) 0,36 (3,32) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 67 (85,9) 
Mean (SD) 0,79 (3,81) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 53 (88,3) 
Mean (SD) 1,18 (3,22) 
Median (Min – Max) 1,80 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) 0,79 (3,78) 
Median (Min – Max) 0,50 [-10,00-9,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) 0,81 (3,34) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,66 (4,26) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,92 (2,66) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 2,37 (3,71) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,36 (3,14) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,06 (3,16) 
Median (Min – Max) 1,00 [-6,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,37 (3,41) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,36 (4,09) 
Median (Min – Max) 1,00 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS08: FACT-Lym EWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 80 (69,0) 
Mean (SD) -1,03 (3,89) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.9 Merkmal: Transformation des DLBCL 
 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym EWB Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 17,59 (3,36) 
Median (Min – Max) 18,00 [9,00-22,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,05 (2,41) 
Median (Min – Max) 0,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 1,17 (3,43) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,40 (2,22) 
Median (Min – Max) 0,00 [-4,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,08 (2,59) 
Median (Min – Max) -0,50 [-5,00-4,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,40 (2,79) 
Median (Min – Max) 1,00 [-5,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,80 (3,96) 
Median (Min – Max) 2,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,25 (2,50) 
Median (Min – Max) 2,50 [-1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,00 (3,00) 
Median (Min – Max) -2,00 [-5,00-1,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,13 (4,01) 
Median (Min – Max) -2,40 [-6,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) -2,00 (3,37) 
Median (Min – Max) -2,00 [-8,00-6,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym EWB Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 103 (97,2) 
Mean (SD) 16,76 (4,85) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 89 (93,7) 
Mean (SD) 0,44 (3,36) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 63 (90,0) 
Mean (SD) 0,76 (3,91) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 1,36 (3,27) 
Median (Min – Max) 1,80 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 35 (89,7) 
Mean (SD) 1,27 (3,86) 
Median (Min – Max) 1,00 [-10,00-9,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 0,73 (3,55) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 1,89 (4,16) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 0,97 (2,62) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,62 (3,52) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,51 (2,48) 
Median (Min – Max) 2,00 [-2,40-5,00] 
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Table LT1FEC_PSHS09: FACT-Lym EWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 2,17 (2,14) 
Median (Min – Max) 1,50 [0,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 1,92 (2,51) 
Median (Min – Max) 2,00 [-1,80-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,60 (4,28) 
Median (Min – Max) 2,00 [-4,20-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 73 (68,9) 
Mean (SD) -0,84 (4,03) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym EWB Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 17,54 (4,25) 
Median (Min – Max) 19,00 [8,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 0,39 (2,85) 
Median (Min – Max) 0,00 [-12,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 1,79 (3,77) 
Median (Min – Max) 1,00 [-7,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 24 (88,9) 
Mean (SD) 1,54 (3,39) 
Median (Min – Max) 2,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 0,93 (4,50) 
Median (Min – Max) 0,00 [-10,00-9,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 1,63 (3,74) 
Median (Min – Max) 2,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 2,98 (3,77) 
Median (Min – Max) 2,00 [-2,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,08 (3,07) 
Median (Min – Max) 0,90 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 4,03 (3,79) 
Median (Min – Max) 3,10 [1,00-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,67 (3,51) 
Median (Min – Max) 2,00 [-2,00-5,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,10 (2,69) 
Median (Min – Max) 0,10 [-1,80-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,10 (4,38) 
Median (Min – Max) -1,10 [-4,20-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (74,4) 
Mean (SD) -0,69 (3,67) 
Median (Min – Max) -1,50 [-8,00-6,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym EWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 17,81 (3,82) 
Median (Min – Max) 19,00 [9,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,88 (3,04) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 0,47 (3,42) 
Median (Min – Max) 1,00 [-6,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,16 (3,08) 
Median (Min – Max) 1,00 [-6,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 1,13 (2,85) 
Median (Min – Max) 1,00 [-3,00-5,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,17 (2,71) 
Median (Min – Max) 1,00 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,33 (1,15) 
Median (Min – Max) 5,00 [3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,33 (0,58) 
Median (Min – Max) 2,00 [2,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,67 (3,06) 
Median (Min – Max) 2,00 [0,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
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Table LT1FEC_PSHS10: FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -1,07 (5,13) 
Median (Min – Max) -1,00 [-9,00-10,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym EWB Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 72 (94,7) 
Mean (SD) 16,80 (4,53) 
Median (Min – Max) 18,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 62 (89,9) 
Mean (SD) 0,65 (3,12) 
Median (Min – Max) 1,00 [-9,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 51 (89,5) 
Mean (SD) 1,12 (3,96) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 1,68 (2,95) 
Median (Min – Max) 2,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,30 (3,18) 
Median (Min – Max) 1,00 [-5,00-9,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 24 (96,0) 
Mean (SD) 0,35 (3,73) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 1,60 (4,60) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 1,41 (2,79) 
Median (Min – Max) 2,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 1,95 (4,21) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -0,49 (2,44) 
Median (Min – Max) 1,00 [-5,00-2,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -0,57 (3,13) 
Median (Min – Max) 0,50 [-6,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 1,40 (3,21) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,50 (3,70) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 49 (64,5) 
Mean (SD) -0,45 (3,93) 
Median (Min – Max) 0,00 [-10,00-10,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym EWB Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 16,80 (4,89) 
Median (Min – Max) 18,50 [6,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) -0,13 (3,50) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,22 (3,14) 
Median (Min – Max) 1,00 [-7,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,31 (3,59) 
Median (Min – Max) 0,00 [-8,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,71 (4,95) 
Median (Min – Max) 0,00 [-10,00-9,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 1,11 (2,82) 
Median (Min – Max) 2,00 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,76 (2,49) 
Median (Min – Max) 2,00 [-2,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,05 (2,13) 
Median (Min – Max) 0,40 [-3,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,84 (2,11) 
Median (Min – Max) 2,40 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -2,26 (4,09) 
Median (Min – Max) -2,00 [-9,00-4,80] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym EWB Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 16,75 (6,43) 
Median (Min – Max) 17,00 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -0,50 (3,21) 
Median (Min – Max) 0,00 [-6,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,67 (6,51) 
Median (Min – Max) 1,00 [-6,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -0,25 (2,87) 
Median (Min – Max) 0,50 [-4,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,00 (2,83) 
Median (Min – Max) -3,00 [-5,00--1,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,80 (NE) 
Median (Min – Max) -1,80 [-1,80--1,80] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,20 (NE) 
Median (Min – Max) -4,20 [-4,20--4,20] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) -1,75 (3,86) 
Median (Min – Max) -1,00 [-7,00-2,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym EWB Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 18,71 (3,04) 
Median (Min – Max) 18,00 [15,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,60 (2,61) 
Median (Min – Max) 0,00 [-5,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (2,83) 
Median (Min – Max) -1,00 [-3,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (2,83) 
Median (Min – Max) -1,00 [-3,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FEC_PSHS11: FACT-Lym EWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -1,20 (2,17) 
Median (Min – Max) 0,00 [-5,00-0,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.12 Merkmal: Primärdiagnose 
 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym EWB Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 108 (96,4) 
Mean (SD) 16,91 (4,67) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 94 (93,1) 
Mean (SD) 0,40 (3,37) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 67 (85,9) 
Mean (SD) 0,67 (3,87) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 53 (88,3) 
Mean (SD) 1,10 (3,18) 
Median (Min – Max) 1,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,79 (3,78) 
Median (Min – Max) 0,50 [-10,00-9,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) 0,81 (3,34) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,66 (4,26) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,92 (2,66) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 2,37 (3,71) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,36 (3,14) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,06 (3,16) 
Median (Min – Max) 1,00 [-6,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,37 (3,41) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,36 (4,09) 
Median (Min – Max) 1,00 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 77 (68,8) 
Mean (SD) -1,00 (4,00) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym EWB Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 18,27 (3,41) 
Median (Min – Max) 19,00 [12,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,20 (1,81) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,83 (3,37) 
Median (Min – Max) 2,50 [-3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,40 (2,41) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 2,40 (1,82) 
Median (Min – Max) 3,00 [0,00-4,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,25 (4,11) 
Median (Min – Max) -1,50 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,00 (2,65) 
Median (Min – Max) 3,00 [-1,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (1,00) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (2,83) 
Median (Min – Max) 3,00 [1,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (1,41) 
Median (Min – Max) 2,00 [1,00-3,00] 
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Table LT1FEC_PSHS12: FACT-Lym EWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (3,54) 
Median (Min – Max) 3,50 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,70 (2,40) 
Median (Min – Max) 2,70 [1,00-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,56 (4,16) 
Median (Min – Max) -2,00 [-8,00-4,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym EWB Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 16,60 (4,46) 
Median (Min – Max) 17,50 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 49 (94,2) 
Mean (SD) 0,64 (3,38) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 31 (81,6) 
Mean (SD) 0,92 (4,31) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) 1,67 (2,54) 
Median (Min – Max) 2,00 [-4,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,26 (3,74) 
Median (Min – Max) 1,00 [-5,00-9,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,25 (2,85) 
Median (Min – Max) 1,00 [-5,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 1,23 (4,91) 
Median (Min – Max) 1,80 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,24 (2,45) 
Median (Min – Max) 0,40 [-3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 2,24 (4,50) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -2,08 (2,13) 
Median (Min – Max) -2,00 [-5,00-1,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,60 (3,44) 
Median (Min – Max) -1,20 [-6,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (4,51) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 



Sobi Page 1019 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) -0,87 (4,14) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym EWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
Mean (SD) 17,68 (4,72) 
Median (Min – Max) 19,00 [7,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 25 (83,3) 
Mean (SD) 0,36 (2,75) 
Median (Min – Max) 0,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 1,18 (3,47) 
Median (Min – Max) 2,00 [-7,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,07 (3,29) 
Median (Min – Max) 0,00 [-8,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 0,00 (4,06) 
Median (Min – Max) 0,00 [-10,00-5,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,00 (3,58) 
Median (Min – Max) 1,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 2,00 (2,94) 
Median (Min – Max) 2,50 [-2,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,25 (3,20) 
Median (Min – Max) 0,50 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (0,58) 
Median (Min – Max) 2,00 [1,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (0,00) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -1,24 (3,77) 
Median (Min – Max) -1,00 [-8,00-4,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym EWB Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 39 (100,0) 
Mean (SD) 16,82 (4,84) 
Median (Min – Max) 17,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 0,00 (3,31) 
Median (Min – Max) 0,00 [-9,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 27 (100,0) 
Mean (SD) 0,50 (3,53) 
Median (Min – Max) 0,00 [-7,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 1,50 (3,46) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,24 (3,38) 
Median (Min – Max) 1,00 [-5,00-8,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,36 (4,30) 
Median (Min – Max) 2,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,33 (3,12) 
Median (Min – Max) 2,00 [-2,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 2,88 (1,73) 
Median (Min – Max) 2,50 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,17 (2,64) 
Median (Min – Max) 4,00 [-1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,80 (1,79) 
Median (Min – Max) 3,00 [1,00-5,00] 
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Table LT1FEC_PSHS13: FACT-Lym EWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 2,75 (2,36) 
Median (Min – Max) 2,00 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,90 (2,90) 
Median (Min – Max) 2,50 [-1,80-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,10 (5,80) 
Median (Min – Max) -0,10 [-4,20-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (76,9) 
Mean (SD) -1,13 (3,89) 
Median (Min – Max) -0,50 [-9,00-6,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym EWB Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 89 (96,7) 
Mean (SD) 16,69 (4,74) 
Median (Min – Max) 18,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 80 (93,0) 
Mean (SD) 0,47 (3,50) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 57 (86,4) 
Mean (SD) 0,86 (4,10) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 43 (87,8) 
Mean (SD) 1,17 (3,31) 
Median (Min – Max) 1,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 32 (94,1) 



Sobi Page 1027 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,71 (4,11) 
Median (Min – Max) 0,00 [-10,00-9,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,86 (3,52) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 1,85 (4,47) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 1,04 (2,73) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 2,27 (4,00) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,94 (3,52) 
Median (Min – Max) 2,00 [-5,00-5,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,12 (2,09) 
Median (Min – Max) 2,00 [-2,40-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,44 (2,84) 
Median (Min – Max) 1,00 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,05 (3,01) 
Median (Min – Max) -1,00 [-4,20-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (66,3) 
Mean (SD) -0,70 (4,12) 
Median (Min – Max) 0,00 [-10,00-10,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym EWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 17,24 (4,54) 
Median (Min – Max) 17,50 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,43 (2,17) 
Median (Min – Max) 0,00 [-5,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,98 (2,81) 
Median (Min – Max) 0,50 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,22 (2,91) 
Median (Min – Max) 2,00 [-4,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 2,00 (2,44) 
Median (Min – Max) 3,10 [-1,20-4,00] 



Sobi Page 1032 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,70 (2,15) 
Median (Min – Max) 2,00 [-1,00-3,80] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,27 (3,04) 
Median (Min – Max) 1,80 [-2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,27 (2,37) 
Median (Min – Max) 1,00 [0,80-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,93 (3,58) 
Median (Min – Max) 3,80 [-1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (2,12) 
Median (Min – Max) -0,50 [-2,00-1,00] 
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Table LT1FEC_PSHS14: FACT-Lym EWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -2,29 (3,84) 
Median (Min – Max) -1,50 [-8,00-4,80] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym EWB Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 17,32 (4,35) 
Median (Min – Max) 19,00 [6,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) 0,49 (3,28) 
Median (Min – Max) 1,00 [-9,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 27 (84,4) 
Mean (SD) 1,32 (4,27) 
Median (Min – Max) 2,00 [-7,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 1,08 (3,24) 
Median (Min – Max) 2,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,80 (4,12) 
Median (Min – Max) 2,00 [-5,00-9,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,96 (3,43) 
Median (Min – Max) 2,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 2,35 (4,37) 
Median (Min – Max) 2,00 [-6,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,16 (2,44) 
Median (Min – Max) 0,50 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,24 (4,79) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 0,58 (3,43) 
Median (Min – Max) 1,50 [-5,00-5,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,72 (2,07) 
Median (Min – Max) 1,00 [-2,40-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,30 (3,26) 
Median (Min – Max) 0,10 [-3,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,73 (3,29) 
Median (Min – Max) -3,00 [-4,20-2,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 25 (62,5) 
Mean (SD) -0,72 (3,70) 
Median (Min – Max) 0,00 [-9,00-6,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym EWB Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 71 (94,7) 
Mean (SD) 16,45 (4,90) 
Median (Min – Max) 17,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 59 (92,2) 
Mean (SD) 0,23 (3,42) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) 0,33 (3,68) 
Median (Min – Max) 1,00 [-10,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 1,26 (3,34) 
Median (Min – Max) 1,40 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 0,29 (3,62) 
Median (Min – Max) 0,00 [-10,00-8,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 0,92 (3,54) 
Median (Min – Max) 1,00 [-4,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 1,23 (4,26) 
Median (Min – Max) 2,00 [-10,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,98 (2,72) 
Median (Min – Max) 2,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 2,53 (1,97) 
Median (Min – Max) 2,20 [0,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (2,12) 
Median (Min – Max) -0,50 [-2,00-1,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,00 (5,66) 
Median (Min – Max) -2,00 [-6,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (3,54) 
Median (Min – Max) 3,50 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (3,54) 
Median (Min – Max) 3,50 [1,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS15: FACT-Lym EWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 56 (74,7) 
Mean (SD) -1,18 (4,09) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym EWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 17,51 (4,72) 
Median (Min – Max) 17,50 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 0,16 (1,96) 
Median (Min – Max) 0,00 [-5,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,18 (2,36) 
Median (Min – Max) -0,50 [-2,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,22 (2,59) 
Median (Min – Max) 0,00 [-4,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,00 (1,88) 
Median (Min – Max) 1,00 [-1,20-3,20] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,20 (2,90) 
Median (Min – Max) 0,00 [-3,00-3,80] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,90 (1,56) 
Median (Min – Max) 2,90 [1,80-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,90 (2,97) 
Median (Min – Max) 2,90 [0,80-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,90 (1,56) 
Median (Min – Max) 4,90 [3,80-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -1,80 (3,53) 
Median (Min – Max) -1,00 [-8,00-4,80] 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym EWB Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 100 (96,2) 
Mean (SD) 16,78 (4,55) 
Median (Min – Max) 18,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 89 (92,7) 
Mean (SD) 0,44 (3,43) 
Median (Min – Max) 1,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 64 (87,7) 
Mean (SD) 0,96 (4,02) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 49 (89,1) 
Mean (SD) 1,40 (3,22) 
Median (Min – Max) 2,00 [-8,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 0,96 (3,90) 
Median (Min – Max) 0,50 [-10,00-9,00] 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 0,67 (3,59) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,70 (4,26) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,98 (2,63) 
Median (Min – Max) 1,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,22 (3,76) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,86 (3,12) 
Median (Min – Max) 1,50 [-5,00-5,00] 



Sobi Page 1048 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FEC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:19 

 
Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,66 (2,60) 
Median (Min – Max) 2,00 [-2,40-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,10 (3,01) 
Median (Min – Max) 1,50 [-3,00-4,40] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,04 (3,45) 
Median (Min – Max) 1,00 [-4,20-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS16: FACT-Lym EWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 67 (64,4) 
Mean (SD) -0,76 (4,02) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym EWB Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 18,63 (4,78) 
Median (Min – Max) 20,00 [8,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,17 (0,41) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 2,00 (3,56) 
Median (Min – Max) 3,00 [-3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,75 (5,68) 
Median (Min – Max) 0,00 [-3,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 4,00 (4,00) 
Median (Min – Max) 4,00 [0,00-8,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,33 (4,16) 
Median (Min – Max) 4,00 [2,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,00 (2,65) 
Median (Min – Max) 4,00 [3,00-8,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,33 (1,53) 
Median (Min – Max) 4,00 [3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,33 (3,93) 
Median (Min – Max) -1,00 [-8,00-4,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym EWB Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 117 (95,9) 
Mean (SD) 16,79 (4,61) 
Median (Min – Max) 18,00 [3,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 102 (92,7) 
Mean (SD) 0,39 (3,30) 
Median (Min – Max) 0,50 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 71 (86,6) 
Mean (SD) 0,76 (3,84) 
Median (Min – Max) 1,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 55 (87,3) 
Mean (SD) 1,15 (2,94) 
Median (Min – Max) 1,80 [-8,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 42 (91,3) 
Mean (SD) 0,75 (3,56) 
Median (Min – Max) 1,00 [-10,00-9,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 0,10 (3,06) 
Median (Min – Max) 1,00 [-6,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,30 (4,07) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,71 (2,38) 
Median (Min – Max) 1,00 [-3,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 2,35 (3,66) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,63 (2,94) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,73 (3,39) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 1,70 (3,08) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,97 (3,95) 
Median (Min – Max) 1,50 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS17: FACT-Lym EWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 83 (68,0) 
Mean (SD) -1,03 (3,95) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

3.6.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym EWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 17,91 (4,37) 
Median (Min – Max) 19,00 [3,00-23,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 0,07 (3,27) 
Median (Min – Max) 0,00 [-9,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -1,16 (4,13) 
Median (Min – Max) 0,00 [-10,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,25 (3,28) 
Median (Min – Max) 1,00 [-8,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,27 (4,03) 
Median (Min – Max) 1,00 [-10,00-5,00] 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,40 (2,19) 
Median (Min – Max) 2,00 [-2,00-4,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,20 (2,59) 
Median (Min – Max) 1,00 [-2,00-5,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,00 (2,58) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (0,58) 
Median (Min – Max) 2,00 [1,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) -2,05 (3,68) 
Median (Min – Max) -1,50 [-9,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym EWB Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 93 (94,9) 
Mean (SD) 16,57 (4,68) 
Median (Min – Max) 17,00 [4,00-24,00] 
 
FACT-Lym EWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 80 (90,9) 
Mean (SD) 0,48 (3,20) 
Median (Min – Max) 0,00 [-12,00-7,00] 
 
FACT-Lym EWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 56 (86,2) 
Mean (SD) 1,50 (3,49) 
Median (Min – Max) 1,00 [-6,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 43 (86,0) 
Mean (SD) 1,54 (3,02) 
Median (Min – Max) 1,80 [-4,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 34 (89,5) 
Mean (SD) 1,19 (3,53) 
Median (Min – Max) 0,50 [-5,00-9,00] 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym EWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 0,42 (3,62) 
Median (Min – Max) 1,00 [-6,00-10,00] 
 
FACT-Lym EWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 1,80 (4,37) 
Median (Min – Max) 2,00 [-10,00-12,00] 
 
FACT-Lym EWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 1,47 (2,59) 
Median (Min – Max) 2,00 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,56 (3,88) 
Median (Min – Max) 2,00 [-3,60-13,00] 
 
FACT-Lym EWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,51 (3,05) 
Median (Min – Max) 1,00 [-5,00-5,00] 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym EWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,73 (3,39) 
Median (Min – Max) 1,00 [-6,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 1,70 (3,08) 
Median (Min – Max) 1,50 [-3,00-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,97 (3,95) 
Median (Min – Max) 1,50 [-4,20-6,00] 
 
FACT-Lym EWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym EWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FEC_PSHS18: FACT-Lym EWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. EWB = emotional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym EWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym EWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 67 (68,4) 
Mean (SD) -0,72 (3,98) 
Median (Min – Max) -1,00 [-10,00-10,00] 
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Table LT1FFD_PSTS01: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7 Subgruppenanalysen zum FACT-Lym – funktionelles Wohlbefinden (Zeit bis zur Verschlechterung) 

3.7.1 Merkmal Alter 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 21 (36,8) 
95%-CI [24,4-50,7] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[3,25-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,7 [51,9-79,3] 
Month 6 46,9 [28,3-63,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS01: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 20 (37,7) 
95%-CI [24,8-52,1] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,93[2,17-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [48,5-77,7] 
Month 6 40,1 [19,3-60,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS01: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 6 (30,0) 
95%-CI [11,9-54,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [51,9-91,3] 
Month 6 62,6 [33,9-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS02: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 17 (32,1) 
95%-CI [19,9-46,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 10,64[3,25-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [58,5-85,9] 
Month 6 53,4 [34,5-69,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS02: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 30 (39,0) 
95%-CI [28,0-50,8] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[3,52-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [51,1-74,5] 
Month 6 41,7 [23,6-58,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS03: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 42 (36,5) 
95%-CI [27,7-46,0] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[3,52-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,6 [55,8-75,4] 
Month 6 46,9 [33,4-59,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS03: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,93[0,76-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [50,0-93,1] 
Month 6 44,4 [8,2-76,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS04: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 16 (31,4) 
95%-CI [19,1-45,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 10,64[3,06-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [61,8-87,1] 
Month 6 50,7 [28,3-69,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS04: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 15 (51,7) 
95%-CI [32,5-70,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 2,17[1,71-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,2 [27,5-67,7] 
Month 6 30,6 [11,7-52,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS04: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 14 (29,2) 
95%-CI [17,0-44,1] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,87[4,73-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [58,9-86,0] 
Month 6 58,1 [35,5-75,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS05: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 16 (31,4) 
95%-CI [19,1-45,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 10,64[3,06-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [61,8-87,1] 
Month 6 50,7 [28,3-69,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS05: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 31 (39,2) 
95%-CI [28,4-50,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[3,25-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,3 [50,2-73,9] 
Month 6 44,3 [28,6-58,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS06: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[2,17-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 42,9 [5,8-77,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS06: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,40[2,04-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,5 [36,9-84,6] 
Month 6 49,9 [16,0-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS06: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 6 (35,3) 
95%-CI [14,2-61,7] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[0,72-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 43,2 [11,7-72,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS06: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 31 (37,8) 
95%-CI [27,3-49,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,93[3,06-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,2 [53,6-76,1] 
Month 6 49,7 [34,6-63,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS07: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.7.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 45 (35,7) 
95%-CI [27,4-44,7] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[4,21-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [59,4-77,4] 
Month 6 47,6 [34,6-59,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS08: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 6 (42,9) 
95%-CI [17,7-71,1] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,06[0,92-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [42,7-91,7] 
Month 6 31,7 [5,2-64,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS08: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 41 (35,3) 
95%-CI [26,7-44,8] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[4,21-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [56,8-76,0] 
Month 6 48,6 [34,7-61,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS09: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 11 (45,8) 
95%-CI [25,6-67,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,02[1,71-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,5 [26,8-71,6] 
Month 6 37,6 [15,4-60,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS09: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 36 (34,0) 
95%-CI [25,0-43,8] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[4,40-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,3 [61,6-80,4] 
Month 6 48,6 [33,5-62,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS10: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 19 (44,2) 
95%-CI [29,1-60,1] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[2,10-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [48,9-79,0] 
Month 6 43,5 [24,1-61,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS10: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 10 (47,6) 
95%-CI [25,7-70,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,52[1,41-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,1 [30,7-75,4] 
Month 6 44,9 [18,3-68,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS11: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 25 (32,9) 
95%-CI [22,5-44,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,87[4,40-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,8 [61,0-82,9] 
Month 6 52,4 [35,8-66,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS11: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 12 (35,3) 
95%-CI [19,7-53,5] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[2,17-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [47,2-82,3] 
Month 6 42,7 [15,4-68,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS11: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FFD_PSTS11: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FFD_PSTS12: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.12 Merkmal: Primärdiagnose 
 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 41 (36,6) 
95%-CI [27,7-46,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[4,21-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,3 [56,7-75,9] 
Month 6 48,5 [34,7-61,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS12: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 6 (54,5) 
95%-CI [23,4-83,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,06[0,72-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [35,0-89,9] 
Month 6 28,6 [4,5-60,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS13: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 24 (40,7) 
95%-CI [28,1-54,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[1,77-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,7 [43,0-71,4] 
Month 6 42,3 [25,2-58,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS13: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 11 (34,4) 
95%-CI [18,6-53,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 3,52[3,02-6,87] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [55,6-89,3] 
Month 6 32,7 [6,8-62,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS13: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 12 (30,8) 
95%-CI [17,0-47,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 10,64[4,40-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,0 [57,5-87,3] 
Month 6 59,6 [36,7-76,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS14: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 34 (37,0) 
95%-CI [27,1-47,7] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[3,52-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [56,0-77,2] 
Month 6 46,8 [31,2-60,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS14: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 8 (36,4) 
95%-CI [17,2-59,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median NE[1,48-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,4 [36,6-80,2] 
Month 6 53,5 [26,7-74,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS15: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 15 (37,5) 
95%-CI [22,7-54,2] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 6,87[4,21-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,1 [57,6-86,2] 
Month 6 53,9 [32,1-71,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS15: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 27 (36,0) 
95%-CI [25,2-47,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,55[2,10-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,1 [43,7-70,1] 
Month 6 46,0 [28,4-61,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS16: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 9 (40,9) 
95%-CI [20,7-63,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,40[1,41-NE] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [32,0-76,1] 
Month 6 47,7 [21,7-69,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS16: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 37 (35,6) 
95%-CI [26,4-45,6] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 5,09[3,52-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,0 [59,8-79,5] 
Month 6 46,2 [31,6-59,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS17: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FFD_PSTS17: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 46 (37,7) 
95%-CI [29,1-46,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,93[3,52-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [57,2-75,8] 
Month 6 44,1 [30,8-56,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFD_PSTS18: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.7.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 15 (46,9) 
95%-CI [29,1-65,3] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 4,73[1,71-6,87] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,6 [32,6-70,7] 
Month 6 35,8 [13,8-58,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FFD_PSTS18: Time to first decrease in FACT-Lym FWB by at least 5 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FWB = functional well being. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FWB by at least 5 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 32 (32,7) 
95%-CI [23,5-42,9] 
FACT-Lym FWB - Time to decrease by at least 5 points in months 
[95%-CI] 

 

Median 10,64[4,21-10,64] 
FACT-Lym FWB - Time to decrease by at least 5 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,7 [62,7-81,9] 
Month 6 51,2 [36,2-64,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8 Subgruppenanalysen zum FACT-Lym – funktionelles Wohlbefinden (Veränderung gegenüber Studienbeginn) 

3.8.1 Merkmal Alter 
 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym FWB Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 57 (100,0) 
Mean (SD) 14,21 (5,61) 
Median (Min – Max) 14,00 [5,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 48 (98,0) 
Mean (SD) 0,14 (4,40) 
Median (Min – Max) 0,00 [-15,00-10,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) -1,53 (5,22) 
Median (Min – Max) -1,00 [-19,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 0,33 (5,35) 
Median (Min – Max) 1,00 [-14,00-11,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 21 (95,5) 
Mean (SD) -0,57 (4,01) 
Median (Min – Max) 0,00 [-9,00-8,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -0,99 (5,14) 
Median (Min – Max) -1,00 [-12,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -1,43 (4,01) 
Median (Min – Max) -0,50 [-10,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,48 (4,75) 
Median (Min – Max) -1,00 [-6,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,00 (4,93) 
Median (Min – Max) -1,00 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,27 (3,19) 
Median (Min – Max) -1,00 [-7,00-0,67] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,33 (5,69) 
Median (Min – Max) 2,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (4,62) 
Median (Min – Max) 4,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 41 (71,9) 
Mean (SD) -2,48 (5,35) 
Median (Min – Max) -2,00 [-21,00-7,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym FWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 51 (96,2) 
Mean (SD) 15,52 (6,41) 
Median (Min – Max) 16,00 [0,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 45 (93,8) 
Mean (SD) -0,03 (4,64) 
Median (Min – Max) 0,00 [-9,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) 1,91 (7,56) 
Median (Min – Max) 2,00 [-13,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) 1,49 (7,64) 
Median (Min – Max) 2,17 [-11,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,66 (8,63) 
Median (Min – Max) -0,25 [-12,00-28,00] 



Sobi Page 1113 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,46 (5,86) 
Median (Min – Max) 0,00 [-9,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 0,15 (5,77) 
Median (Min – Max) 0,50 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,57 (6,37) 
Median (Min – Max) -2,00 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,44 (4,12) 
Median (Min – Max) -3,00 [-6,50-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,00 (3,39) 
Median (Min – Max) -3,00 [-4,00-4,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,00 (3,56) 
Median (Min – Max) -1,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,00 (4,08) 
Median (Min – Max) -0,50 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,33 (4,93) 
Median (Min – Max) 0,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (73,6) 
Mean (SD) -1,12 (6,64) 
Median (Min – Max) -2,00 [-11,00-28,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym FWB Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 14,36 (8,03) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,77 (6,92) 
Median (Min – Max) 0,00 [-7,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 1,59 (7,30) 
Median (Min – Max) -1,00 [-3,83-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 3,13 (8,95) 
Median (Min – Max) -1,00 [-5,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 1,25 (9,90) 
Median (Min – Max) -1,00 [-7,00-24,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 3,17 (10,83) 
Median (Min – Max) 0,00 [-7,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,00 (11,29) 
Median (Min – Max) -1,00 [-4,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 5,00 (12,83) 
Median (Min – Max) 0,00 [-4,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,75 (1,71) 
Median (Min – Max) -1,50 [-4,00-0,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,00 (1,41) 
Median (Min – Max) -2,00 [-3,00--1,00] 
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Table LT1FFC_PSHS01: FACT-Lym FWB - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,50 (0,71) 
Median (Min – Max) -1,50 [-2,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) 1,53 (10,03) 
Median (Min – Max) -2,50 [-9,00-24,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.2 Merkmal: Geschlecht 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym FWB Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 50 (94,3) 
Mean (SD) 14,01 (6,46) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 41 (89,1) 
Mean (SD) 1,77 (5,24) 
Median (Min – Max) 1,00 [-5,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) 0,88 (6,13) 
Median (Min – Max) -1,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 23 (82,1) 
Mean (SD) 2,00 (6,79) 
Median (Min – Max) 2,00 [-11,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 0,17 (6,93) 
Median (Min – Max) -0,50 [-12,00-24,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 1,08 (7,07) 
Median (Min – Max) 0,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -0,08 (7,17) 
Median (Min – Max) -1,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 1,31 (7,62) 
Median (Min – Max) -1,00 [-5,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -2,96 (2,83) 
Median (Min – Max) -2,50 [-10,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,00 (1,80) 
Median (Min – Max) -3,00 [-4,00-1,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,71 (2,50) 
Median (Min – Max) -2,00 [-6,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -0,67 (2,66) 
Median (Min – Max) -1,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,80 (2,17) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 33 (62,3) 
Mean (SD) -0,75 (6,82) 
Median (Min – Max) -2,00 [-10,00-24,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym FWB Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 77 (100,0) 
Mean (SD) 15,25 (6,22) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 69 (98,6) 
Mean (SD) -0,78 (4,48) 
Median (Min – Max) 0,00 [-15,00-10,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 45 (90,0) 
Mean (SD) -0,15 (7,03) 
Median (Min – Max) 1,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 0,78 (7,04) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,21 (7,19) 
Median (Min – Max) 0,00 [-9,00-28,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,79 (6,02) 
Median (Min – Max) -1,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,20 (4,32) 
Median (Min – Max) 0,50 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,30 (6,74) 
Median (Min – Max) -2,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 2,50 (3,73) 
Median (Min – Max) 3,50 [-4,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,78 (5,64) 
Median (Min – Max) 0,67 [-7,00-4,00] 
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Table LT1FFC_PSHS02: FACT-Lym FWB - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,00 (0,00) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,50 (2,12) 
Median (Min – Max) 5,50 [4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,00 (NE) 
Median (Min – Max) 8,00 [8,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (74,0) 
Mean (SD) -1,84 (6,47) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.3 Merkmal: Ethnie 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym FWB Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 112 (97,4) 
Mean (SD) 14,53 (6,47) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 98 (94,2) 
Mean (SD) 0,32 (5,02) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 64 (86,5) 
Mean (SD) 0,41 (6,76) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 51 (91,1) 
Mean (SD) 1,40 (7,04) 
Median (Min – Max) 1,00 [-11,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 38 (92,7) 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 0,37 (7,31) 
Median (Min – Max) -0,25 [-12,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 0,17 (6,19) 
Median (Min – Max) -1,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -0,35 (6,22) 
Median (Min – Max) -0,25 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,60 (6,75) 
Median (Min – Max) -1,00 [-6,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -1,71 (3,67) 
Median (Min – Max) -2,00 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -2,21 (2,40) 
Median (Min – Max) -3,00 [-7,00-1,00] 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -0,88 (3,31) 
Median (Min – Max) -1,50 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 0,00 (3,00) 
Median (Min – Max) -1,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,80 (2,17) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 



Sobi Page 1130 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (67,8) 
Mean (SD) -1,56 (6,61) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym FWB Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 16,47 (4,90) 
Median (Min – Max) 16,00 [11,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -1,08 (3,90) 
Median (Min – Max) 0,00 [-7,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,50 (6,32) 
Median (Min – Max) 0,00 [-13,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,40 (6,55) 
Median (Min – Max) 2,00 [-14,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) -0,79 (5,21) 
Median (Min – Max) 1,00 [-9,00-4,00] 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,67 (8,94) 
Median (Min – Max) 3,50 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,00 (6,96) 
Median (Min – Max) 3,00 [-10,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (11,27) 
Median (Min – Max) 7,00 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FFC_PSHS03: FACT-Lym FWB - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 7,00 (NE) 
Median (Min – Max) 7,00 [7,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,00 (NE) 
Median (Min – Max) 8,00 [8,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (80,0) 
Mean (SD) -0,67 (6,65) 
Median (Min – Max) 0,00 [-15,00-8,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.4 Merkmal: Region-1 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym FWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 14,96 (5,87) 
Median (Min – Max) 14,50 [3,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 0,57 (5,86) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 1,05 (6,94) 
Median (Min – Max) 0,00 [-13,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 1,41 (7,21) 
Median (Min – Max) 2,00 [-14,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,17 (7,58) 
Median (Min – Max) 0,00 [-12,00-24,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 1,45 (8,12) 
Median (Min – Max) 0,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,91 (8,95) 
Median (Min – Max) 1,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,59 (9,72) 
Median (Min – Max) 2,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,83 (6,05) 
Median (Min – Max) -1,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,13 (2,93) 
Median (Min – Max) 0,67 [-4,00-4,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,20 (4,87) 
Median (Min – Max) 0,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,00 (4,47) 
Median (Min – Max) 0,00 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,33 (4,16) 
Median (Min – Max) 2,00 [0,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -0,91 (7,29) 
Median (Min – Max) -1,00 [-15,00-24,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym FWB Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 17,71 (6,30) 
Median (Min – Max) 18,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) -2,20 (4,87) 
Median (Min – Max) -1,00 [-15,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 0,65 (11,17) 
Median (Min – Max) 1,25 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,20 (10,05) 
Median (Min – Max) 2,33 [-7,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 1,46 (10,43) 
Median (Min – Max) -1,00 [-7,00-28,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -1,08 (6,68) 
Median (Min – Max) 0,25 [-12,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -1,75 (4,73) 
Median (Min – Max) -0,75 [-10,00-3,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 3,33 (5,13) 
Median (Min – Max) 2,00 [-1,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,90 (4,59) 
Median (Min – Max) -1,00 [-6,50-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -1,89 (8,96) 
Median (Min – Max) -3,50 [-21,00-28,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym FWB Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 46 (95,8) 
Mean (SD) 12,74 (6,30) 
Median (Min – Max) 13,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) 0,93 (3,52) 
Median (Min – Max) 1,00 [-6,00-12,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 32 (88,9) 
Mean (SD) -0,50 (3,80) 
Median (Min – Max) -0,50 [-9,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,65 (4,97) 
Median (Min – Max) 0,00 [-8,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,26 (3,92) 
Median (Min – Max) 0,00 [-7,00-8,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,67 (4,05) 
Median (Min – Max) -1,00 [-7,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -1,17 (3,10) 
Median (Min – Max) -0,50 [-7,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -2,80 (2,30) 
Median (Min – Max) -3,00 [-6,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -1,89 (1,83) 
Median (Min – Max) -2,00 [-4,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -3,33 (2,25) 
Median (Min – Max) -3,00 [-7,00-0,00] 
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Table LT1FFC_PSHS04: FACT-Lym FWB - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,67 (2,31) 
Median (Min – Max) -2,00 [-2,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,50 (3,54) 
Median (Min – Max) 1,50 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,50 (3,54) 
Median (Min – Max) 1,50 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,50 (3,54) 
Median (Min – Max) 2,50 [0,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (62,5) 
Mean (SD) -1,56 (3,11) 
Median (Min – Max) -2,00 [-7,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.5 Merkmal: Region-2 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym FWB Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 14,96 (5,87) 
Median (Min – Max) 14,50 [3,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 0,57 (5,86) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 1,05 (6,94) 
Median (Min – Max) 0,00 [-13,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 1,41 (7,21) 
Median (Min – Max) 2,00 [-14,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,17 (7,58) 
Median (Min – Max) 0,00 [-12,00-24,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 1,45 (8,12) 
Median (Min – Max) 0,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,91 (8,95) 
Median (Min – Max) 1,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,59 (9,72) 
Median (Min – Max) 2,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,83 (6,05) 
Median (Min – Max) -1,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,13 (2,93) 
Median (Min – Max) 0,67 [-4,00-4,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,20 (4,87) 
Median (Min – Max) 0,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,00 (4,47) 
Median (Min – Max) 0,00 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,33 (4,16) 
Median (Min – Max) 2,00 [0,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -0,91 (7,29) 
Median (Min – Max) -1,00 [-15,00-24,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym FWB Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 77 (97,5) 
Mean (SD) 14,63 (6,63) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 67 (94,4) 
Mean (SD) -0,09 (4,22) 
Median (Min – Max) 0,00 [-15,00-12,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 45 (84,9) 
Mean (SD) -0,27 (6,48) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 36 (90,0) 
Mean (SD) 1,12 (6,81) 
Median (Min – Max) 0,50 [-8,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 0,43 (6,70) 
Median (Min – Max) -0,50 [-7,00-28,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) -0,81 (4,88) 
Median (Min – Max) -1,00 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,36 (3,59) 
Median (Min – Max) -0,75 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -1,38 (3,95) 
Median (Min – Max) -3,00 [-6,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -1,54 (2,96) 
Median (Min – Max) -1,50 [-6,50-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -3,00 (2,24) 
Median (Min – Max) -3,00 [-7,00-0,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -0,75 (1,89) 
Median (Min – Max) -1,50 [-2,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS05: FACT-Lym FWB - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 54 (68,4) 
Mean (SD) -1,80 (6,12) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym FWB Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 17,05 (6,44) 
Median (Min – Max) 15,50 [7,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,52 (2,93) 
Median (Min – Max) 1,00 [-2,33-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,10 (4,64) 
Median (Min – Max) 1,50 [-1,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,50 (2,15) 
Median (Min – Max) -1,00 [-2,33-2,33] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,13 (1,44) 
Median (Min – Max) -0,75 [-1,00-2,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,50 (1,80) 
Median (Min – Max) -1,00 [-2,00-1,50] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,83 (1,89) 
Median (Min – Max) -1,00 [-4,00--0,50] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,50 (0,71) 
Median (Min – Max) -1,50 [-2,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,83 (2,75) 
Median (Min – Max) -4,00 [-6,50--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,50 (2,12) 
Median (Min – Max) -2,50 [-4,00--1,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,00 (1,41) 
Median (Min – Max) -2,00 [-3,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,50 (0,71) 
Median (Min – Max) -1,50 [-2,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -4,42 (4,20) 
Median (Min – Max) -6,25 [-8,00-3,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym FWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 12,84 (5,30) 
Median (Min – Max) 14,00 [0,00-21,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 1,67 (4,17) 
Median (Min – Max) 0,50 [-5,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,82 (9,87) 
Median (Min – Max) -2,00 [-9,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 2,00 (9,90) 
Median (Min – Max) 0,00 [-8,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 2,69 (10,89) 
Median (Min – Max) 0,25 [-7,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -1,33 (4,84) 
Median (Min – Max) -2,50 [-7,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,20 (2,77) 
Median (Min – Max) -2,00 [-4,00-3,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,00 (5,24) 
Median (Min – Max) -4,00 [-6,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,67 (2,52) 
Median (Min – Max) -2,00 [-4,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 1,46 (8,87) 
Median (Min – Max) 0,00 [-6,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym FWB Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 16,38 (6,34) 
Median (Min – Max) 17,00 [6,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,79 (5,41) 
Median (Min – Max) -0,50 [-15,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -2,82 (7,12) 
Median (Min – Max) -1,00 [-19,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,22 (5,45) 
Median (Min – Max) 0,00 [-7,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 1,00 (4,98) 
Median (Min – Max) 1,50 [-5,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,20 (6,72) 
Median (Min – Max) 0,00 [-12,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,80 (6,30) 
Median (Min – Max) 1,00 [-10,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,00 (2,65) 
Median (Min – Max) 1,00 [-3,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (3,54) 
Median (Min – Max) -0,50 [-3,00-2,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 11 (64,7) 
Mean (SD) -3,91 (6,33) 
Median (Min – Max) -2,00 [-21,00-2,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym FWB Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 82 (100,0) 
Mean (SD) 14,61 (6,46) 
Median (Min – Max) 14,50 [0,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 69 (95,8) 
Mean (SD) -0,21 (5,15) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 0,55 (5,78) 
Median (Min – Max) 0,00 [-13,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 37 (88,1) 
Mean (SD) 1,45 (6,69) 
Median (Min – Max) 2,00 [-14,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) -0,68 (6,54) 
Median (Min – Max) 0,00 [-12,00-24,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 1,46 (7,45) 
Median (Min – Max) 0,00 [-9,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 1,06 (7,51) 
Median (Min – Max) 0,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 2,28 (8,90) 
Median (Min – Max) 1,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,75 (4,61) 
Median (Min – Max) -1,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -1,37 (3,25) 
Median (Min – Max) -1,00 [-7,00-4,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,67 (4,27) 
Median (Min – Max) 1,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,67 (4,03) 
Median (Min – Max) 2,00 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,25 (3,77) 
Median (Min – Max) 3,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (3,54) 
Median (Min – Max) 2,50 [0,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS06: FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 60 (73,2) 
Mean (SD) -1,32 (6,11) 
Median (Min – Max) -2,00 [-15,00-24,00] 
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Table LT1FFC_PSHS07: FACT-Lym FWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.7 Merkmal: Bulky Erkrankung 
 FACT-Lym FWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym FWB Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 123 (97,6) 
Mean (SD) 14,86 (6,29) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 107 (94,7) 
Mean (SD) 0,17 (4,90) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 76 (89,4) 
Mean (SD) 0,27 (6,66) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 60 (90,9) 
Mean (SD) 1,36 (6,91) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
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Table LT1FFC_PSHS07: FACT-Lym FWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,19 (6,99) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS07: FACT-Lym FWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) 0,25 (6,60) 
Median (Min – Max) -0,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) -0,12 (6,25) 
Median (Min – Max) 0,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 0,65 (7,15) 
Median (Min – Max) -1,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) -1,33 (3,97) 
Median (Min – Max) -1,50 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) -1,69 (2,91) 
Median (Min – Max) -2,00 [-7,00-4,00] 
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Table LT1FFC_PSHS07: FACT-Lym FWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -0,22 (3,67) 
Median (Min – Max) -1,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,88 (3,72) 
Median (Min – Max) -0,50 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,00 (3,52) 
Median (Min – Max) 1,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS07: FACT-Lym FWB - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 89 (70,6) 
Mean (SD) -1,40 (6,61) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.8 Merkmal: Double/Triple-Hit 
 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym FWB Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 13,57 (5,96) 
Median (Min – Max) 13,50 [3,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 1,90 (8,86) 
Median (Min – Max) 0,50 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 2,67 (9,44) 
Median (Min – Max) -0,50 [-8,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 4,67 (10,07) 
Median (Min – Max) 3,00 [-5,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,60 (12,90) 
Median (Min – Max) -2,00 [-7,00-24,00] 
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Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,29 (12,11) 
Median (Min – Max) 1,58 [-2,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,67 (15,31) 
Median (Min – Max) 0,00 [-6,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,44 (13,00) 
Median (Min – Max) 5,33 [-1,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,50 (10,61) 
Median (Min – Max) -2,50 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,17 (1,18) 
Median (Min – Max) -0,17 [-1,00-0,67] 



Sobi Page 1174 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (7,78) 
Median (Min – Max) -0,50 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (5,66) 
Median (Min – Max) 0,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -0,89 (10,74) 
Median (Min – Max) -5,00 [-11,00-24,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym FWB Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 113 (97,4) 
Mean (SD) 14,91 (6,37) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 98 (94,2) 
Mean (SD) -0,04 (4,22) 
Median (Min – Max) 0,00 [-15,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 68 (87,2) 
Mean (SD) -0,01 (6,29) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 55 (91,7) 
Mean (SD) 0,86 (6,51) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) 0,02 (6,14) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) -0,55 (5,35) 
Median (Min – Max) -0,50 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,79 (4,53) 
Median (Min – Max) -0,25 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,74 (5,10) 
Median (Min – Max) -2,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,19 (3,29) 
Median (Min – Max) -1,50 [-6,50-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,00 (3,09) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,14 (2,79) 
Median (Min – Max) -1,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,17 (3,54) 
Median (Min – Max) -0,50 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 2,00 (3,94) 
Median (Min – Max) 0,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS08: FACT-Lym FWB - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 81 (69,8) 
Mean (SD) -1,50 (6,06) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.9 Merkmal: Transformation des DLBCL 
 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym FWB Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 15,47 (6,05) 
Median (Min – Max) 15,00 [5,83-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) -0,39 (5,74) 
Median (Min – Max) 0,50 [-15,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -2,14 (6,99) 
Median (Min – Max) -1,00 [-19,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,47 (5,55) 
Median (Min – Max) 0,00 [-6,00-9,17] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,50 (4,20) 
Median (Min – Max) -0,50 [-7,00-5,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,40 (4,72) 
Median (Min – Max) 0,00 [-2,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,80 (2,28) 
Median (Min – Max) 1,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,00 (4,32) 
Median (Min – Max) 0,00 [-3,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,00 (1,73) 
Median (Min – Max) -1,00 [-4,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (1,53) 
Median (Min – Max) -1,00 [-3,00-0,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,33 (2,08) 
Median (Min – Max) -1,00 [-2,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) -2,98 (7,14) 
Median (Min – Max) -4,00 [-21,00-9,33] 



Sobi Page 1184 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym FWB Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 104 (98,1) 
Mean (SD) 14,60 (6,39) 
Median (Min – Max) 14,50 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 90 (94,7) 
Mean (SD) 0,29 (4,73) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 63 (90,0) 
Mean (SD) 0,77 (6,53) 
Median (Min – Max) 0,00 [-13,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 50 (92,6) 
Mean (SD) 1,41 (7,22) 
Median (Min – Max) 2,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 35 (89,7) 
Mean (SD) 0,67 (7,58) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,11 (6,87) 
Median (Min – Max) -1,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -0,52 (6,76) 
Median (Min – Max) -0,75 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 0,57 (7,74) 
Median (Min – Max) -1,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,21 (4,27) 
Median (Min – Max) -2,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,81 (3,31) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS09: FACT-Lym FWB - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -0,17 (4,45) 
Median (Min – Max) -1,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 1,00 (4,47) 
Median (Min – Max) 0,00 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,33 (4,16) 
Median (Min – Max) 2,00 [0,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 74 (69,8) 
Mean (SD) -1,11 (6,47) 
Median (Min – Max) -1,50 [-15,00-28,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym FWB Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 15,43 (6,20) 
Median (Min – Max) 16,00 [0,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 0,02 (6,08) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 1,14 (9,25) 
Median (Min – Max) -1,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 2,05 (9,08) 
Median (Min – Max) 0,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 2,83 (9,34) 
Median (Min – Max) 0,60 [-7,00-28,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 2,75 (8,44) 
Median (Min – Max) 1,25 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,96 (8,04) 
Median (Min – Max) 0,25 [-10,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,60 (9,89) 
Median (Min – Max) -0,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,94 (4,51) 
Median (Min – Max) -2,50 [-6,50-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,00 (4,36) 
Median (Min – Max) -3,00 [-4,00-4,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,00 (4,36) 
Median (Min – Max) -2,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (6,36) 
Median (Min – Max) 2,50 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,00 (5,66) 
Median (Min – Max) 4,00 [0,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (74,4) 
Mean (SD) -1,22 (9,60) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym FWB Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 15,57 (5,34) 
Median (Min – Max) 15,00 [7,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -1,22 (4,10) 
Median (Min – Max) -1,00 [-8,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -0,73 (5,20) 
Median (Min – Max) 0,00 [-9,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,45 (4,37) 
Median (Min – Max) 2,00 [-7,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -2,69 (3,65) 
Median (Min – Max) -2,00 [-9,00-1,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -4,67 (3,39) 
Median (Min – Max) -6,00 [-8,00-0,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,00 (3,61) 
Median (Min – Max) -3,00 [-5,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,33 (2,89) 
Median (Min – Max) -4,00 [-4,00-1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -3,00 (5,66) 
Median (Min – Max) -3,00 [-7,00-1,00] 
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Table LT1FFC_PSHS10: FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -1,87 (4,17) 
Median (Min – Max) -2,00 [-7,00-8,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym FWB Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 74 (97,4) 
Mean (SD) 14,57 (6,08) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 64 (92,8) 
Mean (SD) 0,94 (5,16) 
Median (Min – Max) 0,00 [-7,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 52 (91,2) 
Mean (SD) 0,34 (7,14) 
Median (Min – Max) -0,50 [-13,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) 1,33 (7,85) 
Median (Min – Max) 0,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,55 (7,98) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 24 (96,0) 
Mean (SD) 0,63 (7,40) 
Median (Min – Max) -0,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 0,43 (7,12) 
Median (Min – Max) 0,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,46 (8,10) 
Median (Min – Max) -2,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) -1,00 (3,37) 
Median (Min – Max) -2,00 [-4,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,81 (3,16) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,17 (3,31) 
Median (Min – Max) 0,50 [-2,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 2,60 (3,51) 
Median (Min – Max) 4,00 [-1,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,50 (4,36) 
Median (Min – Max) 1,50 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 50 (65,8) 
Mean (SD) 0,11 (7,33) 
Median (Min – Max) -1,00 [-15,00-28,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym FWB Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 15,13 (6,73) 
Median (Min – Max) 15,00 [0,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) -0,98 (4,15) 
Median (Min – Max) 0,00 [-15,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,21 (5,46) 
Median (Min – Max) 0,00 [-19,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 1,01 (4,41) 
Median (Min – Max) 1,50 [-8,00-7,83] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,63 (3,79) 
Median (Min – Max) -0,50 [-7,00-3,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 0,64 (4,05) 
Median (Min – Max) 0,00 [-5,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,42 (2,06) 
Median (Min – Max) -0,25 [-4,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,50 (4,65) 
Median (Min – Max) 1,50 [-2,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,10 (4,16) 
Median (Min – Max) 1,00 [-6,50-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -3,16 (5,00) 
Median (Min – Max) -2,00 [-21,00-4,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym FWB Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 13,23 (7,13) 
Median (Min – Max) 12,00 [5,83-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -0,81 (7,25) 
Median (Min – Max) -0,92 [-8,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 2,72 (9,73) 
Median (Min – Max) 5,17 [-8,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,21 (7,17) 
Median (Min – Max) -4,00 [-6,00-9,17] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,50 (3,54) 
Median (Min – Max) -3,50 [-6,00--1,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) -1,17 (7,43) 
Median (Min – Max) -3,00 [-8,00-9,33] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym FWB Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 13,29 (6,45) 
Median (Min – Max) 13,00 [5,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,53 (2,75) 
Median (Min – Max) -1,00 [-4,67-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (0,00) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,50 (2,12) 
Median (Min – Max) 4,50 [3,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -0,50 (NE) 
Median (Min – Max) -0,50 [-0,50--0,50] 
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Table LT1FFC_PSHS11: FACT-Lym FWB - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -3,60 (2,51) 
Median (Min – Max) -5,00 [-6,00-0,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.12 Merkmal: Primärdiagnose 
 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym FWB Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 110 (98,2) 
Mean (SD) 14,92 (6,32) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 96 (95,0) 
Mean (SD) -0,19 (4,23) 
Median (Min – Max) 0,00 [-15,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 68 (87,2) 
Mean (SD) -0,14 (6,36) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 55 (91,7) 
Mean (SD) 0,86 (6,51) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,02 (6,14) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 30 (96,8) 
Mean (SD) -0,55 (5,35) 
Median (Min – Max) -0,50 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,79 (4,53) 
Median (Min – Max) -0,25 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,74 (5,10) 
Median (Min – Max) -2,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,19 (3,29) 
Median (Min – Max) -1,50 [-6,50-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,00 (3,09) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,14 (2,79) 
Median (Min – Max) -1,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,17 (3,54) 
Median (Min – Max) -0,50 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 2,00 (3,94) 
Median (Min – Max) 0,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (69,6) 
Mean (SD) -1,60 (6,11) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym FWB Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 14,27 (6,34) 
Median (Min – Max) 14,00 [3,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,68 (9,40) 
Median (Min – Max) 0,50 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 4,89 (9,73) 
Median (Min – Max) 1,00 [-1,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,20 (11,17) 
Median (Min – Max) 4,00 [-5,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,60 (12,90) 
Median (Min – Max) -2,00 [-7,00-24,00] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,29 (12,11) 
Median (Min – Max) 1,58 [-2,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,67 (15,31) 
Median (Min – Max) 0,00 [-6,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,44 (13,00) 
Median (Min – Max) 5,33 [-1,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,50 (10,61) 
Median (Min – Max) -2,50 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,17 (1,18) 
Median (Min – Max) -0,17 [-1,00-0,67] 
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Table LT1FFC_PSHS12: FACT-Lym FWB - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (7,78) 
Median (Min – Max) -0,50 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (5,66) 
Median (Min – Max) 0,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,33 (10,87) 
Median (Min – Max) -5,00 [-11,00-24,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym FWB Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 15,99 (6,17) 
Median (Min – Max) 16,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 49 (94,2) 
Mean (SD) -0,46 (4,79) 
Median (Min – Max) -1,00 [-15,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 31 (81,6) 
Mean (SD) -1,84 (5,92) 
Median (Min – Max) -1,00 [-19,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 24 (82,8) 
Mean (SD) -0,07 (5,98) 
Median (Min – Max) -0,50 [-14,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,44 (4,91) 
Median (Min – Max) -0,25 [-12,00-8,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -1,62 (5,57) 
Median (Min – Max) -1,00 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -1,97 (4,60) 
Median (Min – Max) -0,75 [-12,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -1,00 (4,47) 
Median (Min – Max) -2,00 [-6,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) -1,59 (3,18) 
Median (Min – Max) -2,00 [-6,50-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -2,00 (1,41) 
Median (Min – Max) -3,00 [-3,00-0,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -0,75 (1,89) 
Median (Min – Max) -1,50 [-2,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,67 (2,89) 
Median (Min – Max) -1,00 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) -3,22 (5,81) 
Median (Min – Max) -4,00 [-21,00-8,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym FWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) 14,33 (6,04) 
Median (Min – Max) 13,50 [0,00-26,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) 0,03 (3,84) 
Median (Min – Max) 0,00 [-9,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 1,34 (8,02) 
Median (Min – Max) 0,00 [-13,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 0,80 (9,11) 
Median (Min – Max) -1,00 [-8,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,05 (10,72) 
Median (Min – Max) -3,25 [-7,00-28,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,83 (5,74) 
Median (Min – Max) -1,50 [-5,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,00 (3,92) 
Median (Min – Max) 1,50 [-4,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,50 (7,77) 
Median (Min – Max) -2,50 [-12,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (5,00) 
Median (Min – Max) 1,00 [-4,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,50 (7,78) 
Median (Min – Max) -1,50 [-7,00-4,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 7,00 (NE) 
Median (Min – Max) 7,00 [7,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,00 (NE) 
Median (Min – Max) 8,00 [8,00-8,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) 0,65 (7,53) 
Median (Min – Max) -0,50 [-11,00-28,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym FWB Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 39 (100,0) 
Mean (SD) 13,25 (6,54) 
Median (Min – Max) 14,00 [2,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 1,18 (5,75) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 27 (100,0) 
Mean (SD) 1,98 (6,01) 
Median (Min – Max) 2,00 [-7,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 2,96 (6,08) 
Median (Min – Max) 2,00 [-7,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,00 (6,55) 
Median (Min – Max) 0,00 [-6,00-24,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 2,83 (8,00) 
Median (Min – Max) 0,00 [-7,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,67 (8,66) 
Median (Min – Max) 0,00 [-6,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 4,29 (8,78) 
Median (Min – Max) 1,50 [-3,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,00 (5,06) 
Median (Min – Max) -2,00 [-10,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,47 (2,43) 
Median (Min – Max) -1,00 [-4,00-1,00] 
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Table LT1FFC_PSHS13: FACT-Lym FWB - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,00 (4,69) 
Median (Min – Max) -1,50 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -0,50 (3,42) 
Median (Min – Max) -1,00 [-4,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (76,9) 
Mean (SD) -0,72 (6,40) 
Median (Min – Max) -2,00 [-9,00-24,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym FWB Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 90 (97,8) 
Mean (SD) 14,95 (6,45) 
Median (Min – Max) 15,50 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 81 (94,2) 
Mean (SD) 0,23 (5,26) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 58 (87,9) 
Mean (SD) 0,21 (7,37) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
Mean (SD) 1,27 (7,62) 
Median (Min – Max) 2,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 32 (94,1) 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,53 (7,88) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,42 (7,35) 
Median (Min – Max) 0,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 23 (100,0) 
Mean (SD) 0,24 (6,88) 
Median (Min – Max) 0,00 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 0,56 (7,92) 
Median (Min – Max) -0,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) -1,61 (3,31) 
Median (Min – Max) -2,50 [-6,50-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,71 (3,64) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,40 (3,21) 
Median (Min – Max) 0,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,60 (3,78) 
Median (Min – Max) 0,00 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,75 (4,11) 
Median (Min – Max) 2,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,50 (3,54) 
Median (Min – Max) 2,50 [0,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (66,3) 
Mean (SD) -1,04 (7,35) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym FWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 15,09 (6,71) 
Median (Min – Max) 14,50 [5,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -0,98 (3,41) 
Median (Min – Max) -1,00 [-9,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,60 (4,01) 
Median (Min – Max) 0,50 [-5,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,39 (5,10) 
Median (Min – Max) 1,00 [-3,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,60 (3,83) 
Median (Min – Max) -0,50 [-3,00-8,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,75 (4,65) 
Median (Min – Max) 0,00 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,00 (1,73) 
Median (Min – Max) -1,00 [-1,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (6,43) 
Median (Min – Max) -1,00 [-3,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (3,46) 
Median (Min – Max) -1,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,50 (2,12) 
Median (Min – Max) -2,50 [-4,00--1,00] 
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Table LT1FFC_PSHS14: FACT-Lym FWB - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -2,44 (4,68) 
Median (Min – Max) -2,50 [-11,00-7,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym FWB Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 40 (100,0) 
Mean (SD) 14,25 (6,64) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) 0,57 (6,30) 
Median (Min – Max) 1,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
Mean (SD) -0,31 (7,73) 
Median (Min – Max) -0,50 [-19,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 1,07 (7,36) 
Median (Min – Max) -0,50 [-7,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 



Sobi Page 1235 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,18 (7,35) 
Median (Min – Max) 1,00 [-9,00-24,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 1,36 (8,48) 
Median (Min – Max) -0,50 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 0,46 (7,85) 
Median (Min – Max) -1,00 [-10,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,70 (9,49) 
Median (Min – Max) -3,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,40 (3,17) 
Median (Min – Max) -2,00 [-4,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -2,38 (3,38) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -0,40 (3,21) 
Median (Min – Max) -2,00 [-3,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 1,00 (4,08) 
Median (Min – Max) -0,50 [-2,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,33 (4,93) 
Median (Min – Max) 0,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 25 (62,5) 
Mean (SD) -2,48 (7,25) 
Median (Min – Max) -3,00 [-21,00-24,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym FWB Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 72 (96,0) 
Mean (SD) 15,16 (6,05) 
Median (Min – Max) 15,00 [2,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 60 (93,8) 
Mean (SD) -0,27 (4,03) 
Median (Min – Max) 0,00 [-9,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -0,11 (4,77) 
Median (Min – Max) 0,00 [-13,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 0,39 (5,54) 
Median (Min – Max) 1,00 [-14,00-9,17] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) -1,42 (4,51) 
Median (Min – Max) -0,50 [-12,00-5,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,23 (5,39) 
Median (Min – Max) 0,00 [-9,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 0,27 (4,70) 
Median (Min – Max) 1,00 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,70 (4,83) 
Median (Min – Max) 1,00 [-5,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,94 (3,63) 
Median (Min – Max) -1,00 [-6,50-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
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Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (2,12) 
Median (Min – Max) 0,50 [-1,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (3,54) 
Median (Min – Max) 1,50 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (3,54) 
Median (Min – Max) 1,50 [-1,00-4,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (4,24) 
Median (Min – Max) 2,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 



Sobi Page 1241 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS15: FACT-Lym FWB - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (76,0) 
Mean (SD) -1,31 (5,16) 
Median (Min – Max) -1,00 [-15,00-9,33] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym FWB Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 15,32 (6,46) 
Median (Min – Max) 14,50 [5,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -0,92 (3,32) 
Median (Min – Max) -1,00 [-7,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,30 (3,56) 
Median (Min – Max) 0,50 [-5,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,72 (4,32) 
Median (Min – Max) -1,00 [-3,00-7,83] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,40 (2,98) 
Median (Min – Max) -1,00 [-3,00-5,00] 



Sobi Page 1244 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FFC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:39:59 

 
Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,25 (6,02) 
Median (Min – Max) -2,50 [-7,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (2,12) 
Median (Min – Max) 0,50 [-1,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,00 (7,07) 
Median (Min – Max) 4,00 [-1,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (4,24) 
Median (Min – Max) 2,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -2,00 (4,45) 
Median (Min – Max) -3,00 [-8,00-7,00] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym FWB Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 102 (98,1) 
Mean (SD) 14,72 (6,34) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 91 (94,8) 
Mean (SD) 0,36 (5,00) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 65 (89,0) 
Mean (SD) 0,19 (7,05) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 51 (92,7) 
Mean (SD) 1,27 (7,36) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 38 (95,0) 
Mean (SD) 0,29 (7,54) 
Median (Min – Max) 0,00 [-12,00-28,00] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 0,33 (6,82) 
Median (Min – Max) 0,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,17 (6,60) 
Median (Min – Max) -0,25 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 0,05 (7,35) 
Median (Min – Max) -2,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -2,09 (3,62) 
Median (Min – Max) -2,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,00 (3,09) 
Median (Min – Max) -3,00 [-7,00-4,00] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,86 (3,58) 
Median (Min – Max) -2,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,67 (4,08) 
Median (Min – Max) -0,50 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 2,60 (3,58) 
Median (Min – Max) 2,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (3,54) 
Median (Min – Max) 2,50 [0,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS16: FACT-Lym FWB - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 68 (65,4) 
Mean (SD) -1,26 (7,10) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym FWB Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 15,63 (6,46) 
Median (Min – Max) 17,00 [3,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 2,83 (11,53) 
Median (Min – Max) 0,00 [-9,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,00 (12,33) 
Median (Min – Max) 2,00 [-4,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 7,25 (11,24) 
Median (Min – Max) 2,50 [0,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 9,67 (12,50) 
Median (Min – Max) 4,00 [1,00-24,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,67 (10,79) 
Median (Min – Max) 7,00 [4,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,00 (11,27) 
Median (Min – Max) 4,00 [3,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,67 (11,93) 
Median (Min – Max) 7,00 [1,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
 
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 2,83 (11,65) 
Median (Min – Max) 0,50 [-11,00-24,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym FWB Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 119 (97,5) 
Mean (SD) 14,70 (6,33) 
Median (Min – Max) 14,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 104 (94,5) 
Mean (SD) 0,01 (4,32) 
Median (Min – Max) 0,00 [-15,00-14,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 72 (87,8) 
Mean (SD) -0,05 (6,20) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 57 (90,5) 
Mean (SD) 0,82 (6,46) 
Median (Min – Max) 1,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 42 (91,3) 
Mean (SD) -0,49 (6,14) 
Median (Min – Max) -0,50 [-12,00-28,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) -0,85 (5,08) 
Median (Min – Max) -1,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -1,29 (4,45) 
Median (Min – Max) -0,75 [-12,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -0,93 (4,95) 
Median (Min – Max) -2,00 [-12,00-9,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) -1,24 (4,06) 
Median (Min – Max) -1,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) -1,69 (2,91) 
Median (Min – Max) -2,00 [-7,00-4,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -0,22 (3,67) 
Median (Min – Max) -1,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,88 (3,72) 
Median (Min – Max) -0,50 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,00 (3,52) 
Median (Min – Max) 1,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS17: FACT-Lym FWB - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 84 (68,9) 
Mean (SD) -1,75 (6,08) 
Median (Min – Max) -2,00 [-21,00-28,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

3.8.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym FWB Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 14,53 (6,03) 
Median (Min – Max) 14,00 [5,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 0,62 (3,77) 
Median (Min – Max) 1,00 [-6,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -0,21 (4,02) 
Median (Min – Max) -1,00 [-7,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,29 (5,51) 
Median (Min – Max) 0,00 [-8,00-11,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,05 (4,53) 
Median (Min – Max) 0,00 [-7,00-8,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,40 (3,36) 
Median (Min – Max) -1,00 [-6,00-3,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,40 (4,04) 
Median (Min – Max) 0,00 [-7,00-3,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,50 (2,38) 
Median (Min – Max) -2,50 [-3,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,33 (3,21) 
Median (Min – Max) 1,00 [-4,00-2,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -7,00 (NE) 
Median (Min – Max) -7,00 [-7,00--7,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) -2,45 (4,10) 
Median (Min – Max) -3,50 [-10,00-4,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym FWB Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 95 (96,9) 
Mean (SD) 14,84 (6,44) 
Median (Min – Max) 15,00 [0,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 82 (93,2) 
Mean (SD) 0,01 (5,26) 
Median (Min – Max) 0,00 [-15,00-25,00] 
 
FACT-Lym FWB - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 57 (87,7) 
Mean (SD) 0,43 (7,35) 
Median (Min – Max) 0,00 [-19,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 45 (90,0) 
Mean (SD) 1,57 (7,38) 
Median (Min – Max) 2,00 [-14,00-28,00] 
 
FACT-Lym FWB - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 34 (89,5) 
Mean (SD) 0,24 (7,67) 
Median (Min – Max) -0,25 [-12,00-28,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FWB - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 0,54 (7,01) 
Median (Min – Max) 0,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 0,15 (6,65) 
Median (Min – Max) -0,25 [-12,00-23,00] 
 
FACT-Lym FWB - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 1,13 (7,80) 
Median (Min – Max) 0,00 [-12,00-24,00] 
 
FACT-Lym FWB - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,50 (4,15) 
Median (Min – Max) -2,00 [-10,00-6,00] 
 
FACT-Lym FWB - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -1,21 (2,50) 
Median (Min – Max) -1,00 [-4,00-4,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FWB - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -0,22 (3,67) 
Median (Min – Max) -1,00 [-6,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,88 (3,72) 
Median (Min – Max) -0,50 [-4,00-7,00] 
 
FACT-Lym FWB - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,00 (3,52) 
Median (Min – Max) 1,00 [-1,00-8,00] 
 
FACT-Lym FWB - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,33 (3,21) 
Median (Min – Max) 0,00 [-1,00-5,00] 
 
FACT-Lym FWB - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FFC_PSHS18: FACT-Lym FWB - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FWB = functional well being. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FWB - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FWB - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 68 (69,4) 
Mean (SD) -1,12 (7,21) 
Median (Min – Max) -1,00 [-21,00-28,00] 
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Table LT1FLD_PSTS01: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9 Subgruppenanalysen zum FACT-Lym – Lymphom Subskala (Zeit bis zur Verschlechterung) 

3.9.1 Merkmal Alter 
 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 7 (12,3) 
95%-CI [5,1-23,7] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [77,2-97,6] 
Month 6 78,3 [56,1-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS01: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 12 (22,6) 
95%-CI [12,3-36,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,35-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [60,5-89,1] 
Month 6 55,2 [30,9-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS01: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 3 (15,0) 
95%-CI [3,2-37,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [63,8-97,3] 
Month 6 80,5 [48,9-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS02: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 10 (18,9) 
95%-CI [9,4-32,0] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [73,8-95,1] 
Month 6 72,0 [51,5-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS02: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 12 (15,6) 
95%-CI [8,3-25,6] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [71,0-92,5] 
Month 6 69,1 [49,4-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 1270 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:43:40 

 
Table LT1FLD_PSTS03: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 20 (17,4) 
95%-CI [11,0-25,6] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [76,4-92,1] 
Month 6 69,9 [55,3-80,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS03: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[2,86-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 75,0 [29,8-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS04: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 6 (11,8) 
95%-CI [4,4-23,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [72,4-96,0] 
Month 6 79,2 [57,4-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS04: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,17-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [60,0-97,4] 
Month 6 64,3 [32,5-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS04: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 11 (22,9) 
95%-CI [12,0-37,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [65,0-91,1] 
Month 6 65,9 [43,2-81,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS05: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 6 (11,8) 
95%-CI [4,4-23,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [72,4-96,0] 
Month 6 79,2 [57,4-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS05: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 16 (20,3) 
95%-CI [12,0-30,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [72,5-92,1] 
Month 6 65,5 [47,5-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS06: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median 4,73[2,83-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 25,7 [1,3-65,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS06: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [53,8-93,8] 
Month 6 68,3 [31,4-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS06: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 4 (23,5) 
95%-CI [6,8-49,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median 6,90[2,86-6,90] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [45,1-95,5] 
Month 6 68,8 [28,8-89,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FLD_PSTS06: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [77,7-95,0] 
Month 6 79,8 [63,8-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS07: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.9.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 22 (17,5) 
95%-CI [11,3-25,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [77,2-92,0] 
Month 6 70,5 [57,1-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS08: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 2 (14,3) 
95%-CI [1,8-42,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[1,41-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 72,0 [23,8-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS08: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 20 (17,2) 
95%-CI [10,9-25,4] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [76,0-92,0] 
Month 6 70,2 [55,8-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS09: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 5 (20,8) 
95%-CI [7,1-42,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 59,3 [24,3-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS09: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 17 (16,0) 
95%-CI [9,6-24,4] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [74,4-91,8] 
Month 6 73,2 [58,7-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS10: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [69,9-95,3] 
Month 6 69,1 [46,3-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS10: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,32-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [59,4-96,9] 
Month 6 77,0 [41,4-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS11: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 12 (15,8) 
95%-CI [8,4-26,0] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [71,7-91,9] 
Month 6 77,5 [61,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS11: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 8 (23,5) 
95%-CI [10,7-41,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,65-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [74,7-98,2] 
Month 6 55,8 [29,8-75,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS11: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FLD_PSTS11: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FLD_PSTS12: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 20 (17,9) 
95%-CI [11,3-26,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [75,9-91,9] 
Month 6 70,2 [55,8-80,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS12: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[1,41-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 70,0 [22,5-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS13: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 12 (20,3) 
95%-CI [11,0-32,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [69,8-92,8] 
Month 6 66,3 [44,7-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS13: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 4 (12,5) 
95%-CI [3,5-29,0] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [75,4-98,3] 
Month 6 74,6 [41,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS13: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 6 (15,4) 
95%-CI [5,9-30,5] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [63,9-94,1] 
Month 6 73,4 [48,6-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS14: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - first 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 16 (17,4) 
95%-CI [10,3-26,7] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [73,0-91,8] 
Month 6 69,9 [53,1-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS14: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - first 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 4 (18,2) 
95%-CI [5,2-40,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,65-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [64,8-97,3] 
Month 6 67,3 [31,2-87,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS15: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - last 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 9 (22,5) 
95%-CI [10,8-38,5] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[4,24-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,3 [55,9-88,2] 
Month 6 64,6 [41,1-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS15: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - last 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 10 (13,3) 
95%-CI [6,6-23,2] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [82,9-96,8] 
Month 6 74,8 [56,1-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS16: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 4 (18,2) 
95%-CI [5,2-40,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[3,65-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,6-97,4] 
Month 6 67,5 [31,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 1302 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:43:40 

 
Table LT1FLD_PSTS16: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 17 (16,3) 
95%-CI [9,8-24,9] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [75,7-92,7] 
Month 6 71,2 [55,7-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS17: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FLD_PSTS17: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 21 (17,2) 
95%-CI [11,0-25,1] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[6,90-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [77,2-92,4] 
Month 6 69,6 [55,4-80,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS18: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.9.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 5 (15,6) 
95%-CI [5,3-32,8] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median 6,90[3,65-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [61,8-97,2] 
Month 6 68,6 [33,5-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLD_PSTS18: Time to first decrease in FACT-Lym lymphoma scale by at least 10 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym lymphoma scale by at least 
10 points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 17 (17,3) 
95%-CI [10,4-26,3] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym lymphoma scale - Time to decrease by at least 10 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [75,1-91,9] 
Month 6 70,9 [56,0-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10 Subgruppenanalysen zum FACT-Lym – Lymphom Subskala (Veränderung gegenüber Studienbeginn) 

3.10.1 Merkmal Alter 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 56 (98,2) 
Mean (SD) 40,13 (11,13) 
Median (Min – Max) 41,00 [11,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
Mean (SD) 2,00 (6,89) 
Median (Min – Max) 1,00 [-7,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) 1,65 (8,34) 
Median (Min – Max) 0,00 [-14,31-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 3,23 (10,08) 
Median (Min – Max) 2,00 [-9,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 2,21 (8,66) 
Median (Min – Max) 1,50 [-12,08-24,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 2,94 (11,86) 
Median (Min – Max) 1,79 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 3,07 (10,43) 
Median (Min – Max) 1,00 [-11,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 5,08 (11,16) 
Median (Min – Max) 2,00 [-8,74-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 4,71 (9,29) 
Median (Min – Max) 2,50 [-8,57-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 8,88 (12,95) 
Median (Min – Max) 2,00 [-3,00-29,00] 



Sobi Page 1310 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:40:39 

 
Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,24 (18,18) 
Median (Min – Max) 12,00 [4,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 14,67 (14,84) 
Median (Min – Max) 11,00 [2,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 19,50 (24,75) 
Median (Min – Max) 19,50 [2,00-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 15,88 (25,29) 
Median (Min – Max) 15,88 [-2,00-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 42 (73,7) 
Mean (SD) 0,18 (9,10) 
Median (Min – Max) -1,86 [-13,64-26,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 52 (98,1) 
Mean (SD) 46,97 (8,19) 
Median (Min – Max) 48,50 [24,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 45 (93,8) 
Mean (SD) -0,70 (5,99) 
Median (Min – Max) -0,36 [-21,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 31 (91,2) 
Mean (SD) -1,39 (7,36) 
Median (Min – Max) 1,00 [-20,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,97 (6,72) 
Median (Min – Max) 0,00 [-19,00-14,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -3,31 (7,33) 
Median (Min – Max) -1,00 [-22,00-10,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,76 (6,07) 
Median (Min – Max) 0,00 [-15,00-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -4,42 (12,42) 
Median (Min – Max) -0,50 [-32,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,64 (8,91) 
Median (Min – Max) 0,00 [-16,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -2,91 (8,85) 
Median (Min – Max) -0,18 [-16,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -2,00 (13,13) 
Median (Min – Max) 1,00 [-18,00-15,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,25 (11,00) 
Median (Min – Max) 1,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,25 (9,22) 
Median (Min – Max) 1,00 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,10 (10,54) 
Median (Min – Max) -7,00 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -14,71 (NE) 
Median (Min – Max) -14,71 [-14,71--14,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (73,6) 
Mean (SD) -2,66 (9,24) 
Median (Min – Max) -1,14 [-20,00-18,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 42,95 (10,49) 
Median (Min – Max) 45,50 [13,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 2,34 (9,52) 
Median (Min – Max) 1,00 [-18,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 6,63 (10,51) 
Median (Min – Max) 2,50 [-2,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 8 (61,5) 
Mean (SD) 8,38 (6,97) 
Median (Min – Max) 10,00 [-1,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 1,88 (9,03) 
Median (Min – Max) -1,00 [-4,00-24,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,79 (10,21) 
Median (Min – Max) -2,00 [-4,71-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,02 (10,04) 
Median (Min – Max) 2,00 [-1,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,00 (9,42) 
Median (Min – Max) 2,00 [0,00-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 7,25 (8,18) 
Median (Min – Max) 5,00 [0,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,00 (1,41) 
Median (Min – Max) 2,00 [1,00-3,00] 
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Table LT1FLC_PSHS01: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,82 (1,67) 
Median (Min – Max) 1,82 [0,64-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,71 (NE) 
Median (Min – Max) 1,71 [1,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -0,70 (9,35) 
Median (Min – Max) -0,50 [-13,00-14,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.2 Merkmal: Geschlecht 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 52 (98,1) 
Mean (SD) 41,81 (11,62) 
Median (Min – Max) 43,50 [13,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 42 (91,3) 
Mean (SD) 2,60 (8,19) 
Median (Min – Max) 1,00 [-11,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) 2,46 (10,64) 
Median (Min – Max) 1,00 [-16,69-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 22 (78,6) 
Mean (SD) 3,89 (11,18) 
Median (Min – Max) 1,50 [-13,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,19 (10,63) 
Median (Min – Max) -0,75 [-22,00-24,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 1,52 (10,05) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 0,25 (12,34) 
Median (Min – Max) 1,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 3,04 (11,11) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 1,77 (10,68) 
Median (Min – Max) 1,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,78 (12,96) 
Median (Min – Max) 1,00 [-18,00-29,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 5,48 (15,89) 
Median (Min – Max) 3,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,00 (14,31) 
Median (Min – Max) 1,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 4,74 (18,69) 
Median (Min – Max) 1,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 4,69 (20,62) 
Median (Min – Max) -0,14 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 35 (66,0) 
Mean (SD) -0,55 (9,78) 
Median (Min – Max) -1,14 [-16,00-26,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 76 (98,7) 
Mean (SD) 44,40 (9,30) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 68 (97,1) 
Mean (SD) -0,07 (6,21) 
Median (Min – Max) 0,00 [-21,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 44 (88,0) 
Mean (SD) 0,47 (7,00) 
Median (Min – Max) 1,00 [-20,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 1,05 (7,10) 
Median (Min – Max) 0,00 [-19,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,12 (6,31) 
Median (Min – Max) -1,00 [-12,08-14,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,68 (10,09) 
Median (Min – Max) 0,50 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,43 (10,07) 
Median (Min – Max) 0,50 [-11,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,99 (9,18) 
Median (Min – Max) 2,00 [-8,74-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,12 (6,67) 
Median (Min – Max) 5,00 [-8,57-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,46 (7,33) 
Median (Min – Max) 14,38 [2,00-15,00] 
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Table LT1FLC_PSHS02: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,50 (0,71) 
Median (Min – Max) 12,50 [12,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,50 (0,71) 
Median (Min – Max) 10,50 [10,00-11,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 56 (72,7) 
Mean (SD) -1,50 (8,86) 
Median (Min – Max) -1,86 [-20,00-16,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.3 Merkmal: Ethnie 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 113 (98,3) 
Mean (SD) 43,63 (10,14) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 98 (94,2) 
Mean (SD) 0,66 (6,97) 
Median (Min – Max) 0,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 66 (89,2) 
Mean (SD) 0,66 (8,65) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 50 (89,3) 
Mean (SD) 1,81 (8,78) 
Median (Min – Max) 0,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 39 (95,1) 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,22 (8,30) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) 0,20 (9,70) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) -0,25 (11,09) 
Median (Min – Max) 0,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 2,18 (9,77) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 1,81 (9,62) 
Median (Min – Max) 1,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,13 (12,29) 
Median (Min – Max) 2,00 [-18,00-29,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 6,29 (14,89) 
Median (Min – Max) 3,50 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 5,00 (13,33) 
Median (Min – Max) 2,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 4,74 (18,69) 
Median (Min – Max) 1,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 4,69 (20,62) 
Median (Min – Max) -0,14 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (67,8) 
Mean (SD) -1,59 (9,11) 
Median (Min – Max) -2,00 [-20,00-26,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 41,20 (11,94) 
Median (Min – Max) 40,00 [15,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 3,33 (8,14) 
Median (Min – Max) 0,00 [-7,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 5,08 (8,83) 
Median (Min – Max) 2,00 [-5,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 3,50 (9,42) 
Median (Min – Max) 3,00 [-9,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 1,99 (9,86) 
Median (Min – Max) -1,00 [-12,08-15,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,50 (10,60) 
Median (Min – Max) 4,00 [-8,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,00 (12,67) 
Median (Min – Max) 8,00 [-11,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,33 (10,60) 
Median (Min – Max) 13,00 [0,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 9,00 (NE) 
Median (Min – Max) 9,00 [9,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 15,00 (NE) 
Median (Min – Max) 15,00 [15,00-15,00] 
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Table LT1FLC_PSHS03: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 13,00 (NE) 
Median (Min – Max) 13,00 [13,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 1,64 (9,50) 
Median (Min – Max) 1,00 [-13,64-14,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.4 Merkmal: Region-1 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 41,02 (10,94) 
Median (Min – Max) 42,00 [11,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) 2,20 (8,29) 
Median (Min – Max) 1,00 [-11,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 3,18 (8,35) 
Median (Min – Max) 1,00 [-12,00-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,56 (10,70) 
Median (Min – Max) 3,00 [-13,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,22 (10,83) 
Median (Min – Max) -0,50 [-22,00-24,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,33 (11,68) 
Median (Min – Max) 1,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 4,28 (15,51) 
Median (Min – Max) 6,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 7,44 (12,99) 
Median (Min – Max) 6,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,38 (13,00) 
Median (Min – Max) 7,14 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,08 (15,21) 
Median (Min – Max) 14,38 [-12,00-29,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 12,34 (17,42) 
Median (Min – Max) 12,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,20 (15,04) 
Median (Min – Max) 10,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,57 (23,25) 
Median (Min – Max) 10,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) 1,14 (9,61) 
Median (Min – Max) 1,00 [-17,00-26,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 45,02 (9,97) 
Median (Min – Max) 47,00 [25,71-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 21 (87,5) 
Mean (SD) -1,57 (5,63) 
Median (Min – Max) -1,00 [-21,00-8,29] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -1,18 (5,24) 
Median (Min – Max) -1,00 [-8,00-12,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,71 (7,57) 
Median (Min – Max) 0,00 [-15,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,45 (6,12) 
Median (Min – Max) -0,29 [-12,08-10,05] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -4,21 (3,33) 
Median (Min – Max) -4,71 [-8,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -3,80 (7,28) 
Median (Min – Max) -3,32 [-12,16-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) -1,12 (3,67) 
Median (Min – Max) 1,00 [-5,36-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,70 (6,33) 
Median (Min – Max) 0,00 [-9,91-5,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,64 (NE) 
Median (Min – Max) 0,64 [0,64-0,64] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,71 (NE) 
Median (Min – Max) 1,71 [1,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -2,73 (8,08) 
Median (Min – Max) -2,36 [-16,00-15,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 46 (95,8) 
Mean (SD) 44,82 (9,74) 
Median (Min – Max) 48,00 [13,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) 0,83 (6,31) 
Median (Min – Max) 0,79 [-18,00-14,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 34 (94,4) 
Mean (SD) 0,52 (10,03) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,81 (6,60) 
Median (Min – Max) 0,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -0,12 (7,47) 
Median (Min – Max) -1,00 [-11,00-24,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,51 (8,70) 
Median (Min – Max) 1,21 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 0,39 (8,28) 
Median (Min – Max) 0,50 [-11,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,18 (7,64) 
Median (Min – Max) 0,50 [-8,74-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,74 (8,11) 
Median (Min – Max) 2,00 [-12,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -2,17 (8,04) 
Median (Min – Max) 1,50 [-18,00-3,00] 
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Table LT1FLC_PSHS04: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,33 (5,51) 
Median (Min – Max) 3,00 [-6,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -0,50 (3,54) 
Median (Min – Max) -0,50 [-3,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,50 (6,36) 
Median (Min – Max) -2,50 [-7,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,36 (8,99) 
Median (Min – Max) -8,36 [-14,71--2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 31 (64,6) 
Mean (SD) -2,61 (9,40) 
Median (Min – Max) -4,00 [-20,00-15,07] 
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Table LT1FLC_PSHS05: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.5 Merkmal: Region-2 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 51 (100,0) 
Mean (SD) 41,02 (10,94) 
Median (Min – Max) 42,00 [11,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 44 (97,8) 
Mean (SD) 2,20 (8,29) 
Median (Min – Max) 1,00 [-11,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 3,18 (8,35) 
Median (Min – Max) 1,00 [-12,00-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,56 (10,70) 
Median (Min – Max) 3,00 [-13,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,22 (10,83) 
Median (Min – Max) -0,50 [-22,00-24,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,33 (11,68) 
Median (Min – Max) 1,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 4,28 (15,51) 
Median (Min – Max) 6,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 7,44 (12,99) 
Median (Min – Max) 6,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,38 (13,00) 
Median (Min – Max) 7,14 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 10,08 (15,21) 
Median (Min – Max) 14,38 [-12,00-29,00] 
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Table LT1FLC_PSHS05: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 12,34 (17,42) 
Median (Min – Max) 12,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,20 (15,04) 
Median (Min – Max) 10,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,57 (23,25) 
Median (Min – Max) 10,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) 1,14 (9,61) 
Median (Min – Max) 1,00 [-17,00-26,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 77 (97,5) 
Mean (SD) 44,89 (9,69) 
Median (Min – Max) 48,00 [13,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 66 (93,0) 
Mean (SD) 0,12 (6,13) 
Median (Min – Max) 0,00 [-21,00-14,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 47 (88,7) 
Mean (SD) 0,12 (8,91) 
Median (Min – Max) 0,86 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 35 (87,5) 
Mean (SD) 0,33 (6,84) 
Median (Min – Max) 0,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) -0,51 (6,82) 
Median (Min – Max) -1,00 [-12,08-24,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,88 (7,73) 
Median (Min – Max) 0,00 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,01 (8,01) 
Median (Min – Max) -0,46 [-12,16-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,65 (6,86) 
Median (Min – Max) 1,00 [-8,74-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,80 (7,75) 
Median (Min – Max) 0,50 [-12,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,71 (7,43) 
Median (Min – Max) 1,00 [-18,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,41 (4,50) 
Median (Min – Max) 1,82 [-6,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,33 (2,52) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,33 (4,93) 
Median (Min – Max) 1,00 [-7,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (69,6) 
Mean (SD) -2,62 (8,66) 
Median (Min – Max) -3,00 [-20,00-15,07] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 44,78 (9,94) 
Median (Min – Max) 46,50 [28,93-55,91] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 2,86 (4,53) 
Median (Min – Max) 1,89 [-3,00-10,07] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,42 (7,20) 
Median (Min – Max) 1,00 [-7,91-12,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,75 (4,71) 
Median (Min – Max) -2,49 [-4,00-6,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -6,23 (6,44) 
Median (Min – Max) -5,45 [-14,00-0,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,78 (0,97) 
Median (Min – Max) -6,00 [-6,62--4,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -7,36 (5,79) 
Median (Min – Max) -9,00 [-12,16--0,92] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -7,50 (12,02) 
Median (Min – Max) -7,50 [-16,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -8,64 (8,08) 
Median (Min – Max) -9,91 [-16,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -5,50 (9,19) 
Median (Min – Max) -5,50 [-12,00-1,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -4,68 (7,53) 
Median (Min – Max) -4,68 [-10,00-0,64] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -5,50 (7,78) 
Median (Min – Max) -5,50 [-11,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -4,14 (7,27) 
Median (Min – Max) -4,14 [-9,29-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,71 (NE) 
Median (Min – Max) 1,71 [1,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -2,64 (13,55) 
Median (Min – Max) -3,45 [-17,00-15,07] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 42,66 (10,06) 
Median (Min – Max) 47,00 [24,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 2,51 (9,08) 
Median (Min – Max) 0,50 [-8,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) -1,48 (11,02) 
Median (Min – Max) -0,07 [-20,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,03 (9,10) 
Median (Min – Max) 0,00 [-19,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,63 (6,80) 
Median (Min – Max) -1,36 [-7,00-14,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -1,49 (13,86) 
Median (Min – Max) -1,96 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,94 (11,14) 
Median (Min – Max) 1,00 [-6,31-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,41 (11,27) 
Median (Min – Max) 0,00 [-8,74-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,55 (2,71) 
Median (Min – Max) 3,00 [-0,36-5,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 14 (66,7) 
Mean (SD) -0,23 (9,36) 
Median (Min – Max) -0,50 [-20,00-14,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 45,73 (7,63) 
Median (Min – Max) 47,00 [30,00-56,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -2,00 (2,61) 
Median (Min – Max) -2,00 [-6,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -2,11 (5,28) 
Median (Min – Max) -1,00 [-8,00-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,33 (6,98) 
Median (Min – Max) 0,00 [-9,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) -1,87 (6,22) 
Median (Min – Max) -1,00 [-12,08-6,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,00 (8,72) 
Median (Min – Max) -3,00 [-8,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,20 (6,53) 
Median (Min – Max) 0,00 [-11,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,00 (2,65) 
Median (Min – Max) 2,00 [1,00-6,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (58,8) 
Mean (SD) -3,66 (9,11) 
Median (Min – Max) -5,00 [-13,64-15,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 82 (100,0) 
Mean (SD) 42,91 (10,96) 
Median (Min – Max) 45,50 [11,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 69 (95,8) 
Mean (SD) 0,83 (7,21) 
Median (Min – Max) 1,00 [-21,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 52 (96,3) 
Mean (SD) 2,58 (8,71) 
Median (Min – Max) 2,00 [-16,69-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 37 (88,1) 
Mean (SD) 3,38 (9,48) 
Median (Min – Max) 2,00 [-15,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 1,89 (9,45) 
Median (Min – Max) 0,00 [-22,00-24,00] 
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Table LT1FLC_PSHS06: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 3,43 (9,32) 
Median (Min – Max) 1,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 2,65 (13,18) 
Median (Min – Max) 1,50 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 5,78 (10,37) 
Median (Min – Max) 2,50 [-5,36-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 5,06 (10,05) 
Median (Min – Max) 5,50 [-12,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 5,15 (13,19) 
Median (Min – Max) 2,00 [-18,00-29,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 11,62 (14,95) 
Median (Min – Max) 10,00 [-6,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 9,33 (11,81) 
Median (Min – Max) 7,50 [-3,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 10,50 (18,98) 
Median (Min – Max) 6,00 [-7,00-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,68 (25,14) 
Median (Min – Max) -2,00 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (74,4) 
Mean (SD) -0,78 (8,84) 
Median (Min – Max) -2,00 [-17,00-26,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.7 Merkmal: Bulky Erkrankung 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 124 (98,4) 
Mean (SD) 43,40 (10,45) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 107 (94,7) 
Mean (SD) 0,98 (7,18) 
Median (Min – Max) 0,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 78 (91,8) 
Mean (SD) 1,34 (8,76) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 59 (89,4) 
Mean (SD) 2,18 (8,88) 
Median (Min – Max) 1,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 47 (95,9) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,16 (8,51) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 33 (91,7) 
Mean (SD) 1,16 (9,92) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 1,00 (11,47) 
Median (Min – Max) 1,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 3,43 (10,14) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 2,17 (9,50) 
Median (Min – Max) 1,50 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 3,20 (12,29) 
Median (Min – Max) 2,00 [-18,00-29,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 7,04 (14,10) 
Median (Min – Max) 4,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 5,63 (12,47) 
Median (Min – Max) 3,50 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 5,62 (16,85) 
Median (Min – Max) 1,50 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 4,69 (20,62) 
Median (Min – Max) -0,14 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 90 (71,4) 
Mean (SD) -1,09 (9,22) 
Median (Min – Max) -1,43 [-20,00-26,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.8 Merkmal: Double/Triple-Hit 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 39,21 (10,72) 
Median (Min – Max) 37,00 [17,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 3,35 (7,76) 
Median (Min – Max) 2,50 [-7,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 7,71 (10,28) 
Median (Min – Max) 3,82 [-1,00-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 14,50 (14,68) 
Median (Min – Max) 12,50 [-1,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 5,40 (11,74) 
Median (Min – Max) -1,00 [-4,00-24,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 9,31 (13,88) 
Median (Min – Max) 7,63 [-4,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,69 (13,06) 
Median (Min – Max) 8,29 [-1,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (14,84) 
Median (Min – Max) 9,00 [0,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 16,14 (11,11) 
Median (Min – Max) 16,14 [8,29-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,69 (10,33) 
Median (Min – Max) 21,69 [14,38-29,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 25,36 (18,89) 
Median (Min – Max) 25,36 [12,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,00 (14,14) 
Median (Min – Max) 21,00 [11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 37,00 (NE) 
Median (Min – Max) 37,00 [37,00-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) 0,79 (14,09) 
Median (Min – Max) -2,00 [-17,00-26,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 114 (98,3) 
Mean (SD) 43,85 (10,23) 
Median (Min – Max) 47,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 98 (94,2) 
Mean (SD) 0,66 (7,02) 
Median (Min – Max) 0,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 70 (89,7) 
Mean (SD) 0,61 (8,35) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 54 (90,0) 
Mean (SD) 0,71 (6,87) 
Median (Min – Max) 0,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 42 (97,7) 
Mean (SD) -0,47 (8,00) 
Median (Min – Max) -0,79 [-22,00-24,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 0,04 (9,00) 
Median (Min – Max) 0,00 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,12 (11,01) 
Median (Min – Max) 0,50 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 1,97 (8,89) 
Median (Min – Max) 1,00 [-16,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,62 (8,25) 
Median (Min – Max) 1,00 [-16,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,50 (9,03) 
Median (Min – Max) 1,50 [-18,00-15,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,81 (7,87) 
Median (Min – Max) 3,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,50 (7,18) 
Median (Min – Max) 1,00 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,66 (7,71) 
Median (Min – Max) 1,00 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS08: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 82 (70,7) 
Mean (SD) -1,34 (8,58) 
Median (Min – Max) -1,43 [-20,00-18,00] 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.9 Merkmal: Transformation des DLBCL 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 43,84 (9,69) 
Median (Min – Max) 48,00 [24,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) -0,77 (8,53) 
Median (Min – Max) 1,00 [-21,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -0,42 (7,59) 
Median (Min – Max) 0,93 [-16,69-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 1,45 (8,17) 
Median (Min – Max) 2,00 [-15,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,50 (6,55) 
Median (Min – Max) -1,00 [-11,00-14,00] 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,06 (10,36) 
Median (Min – Max) 1,00 [-4,71-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,02 (12,40) 
Median (Min – Max) 1,00 [-11,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,25 (9,84) 
Median (Min – Max) 1,50 [1,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,33 (7,57) 
Median (Min – Max) 0,00 [-12,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (11,27) 
Median (Min – Max) 1,00 [-18,00-2,00] 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,45 (5,09) 
Median (Min – Max) 0,64 [-6,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,33 (2,52) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,33 (4,93) 
Median (Min – Max) 1,00 [-7,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 



Sobi Page 1383 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:40:39 

 
Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 17 (70,8) 
Mean (SD) -1,93 (8,62) 
Median (Min – Max) -1,14 [-17,00-14,00] 



Sobi Page 1384 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:40:39 

 
Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 104 (98,1) 
Mean (SD) 43,23 (10,53) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 89 (93,7) 
Mean (SD) 1,35 (6,73) 
Median (Min – Max) 0,00 [-18,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 62 (88,6) 
Mean (SD) 1,79 (9,04) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 2,24 (9,05) 
Median (Min – Max) 0,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) 0,33 (9,03) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 0,65 (9,94) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 0,58 (11,51) 
Median (Min – Max) 0,50 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 2,80 (10,38) 
Median (Min – Max) 0,50 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 3,14 (9,66) 
Median (Min – Max) 3,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 5,93 (11,93) 
Median (Min – Max) 3,00 [-12,00-29,00] 
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Table LT1FLC_PSHS09: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 10,79 (16,04) 
Median (Min – Max) 10,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 9,20 (15,04) 
Median (Min – Max) 10,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 12,57 (23,25) 
Median (Min – Max) 10,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 74 (69,8) 
Mean (SD) -0,95 (9,35) 
Median (Min – Max) -1,86 [-20,00-26,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 44,90 (9,61) 
Median (Min – Max) 47,00 [25,71-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,04 (5,96) 
Median (Min – Max) -1,00 [-7,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 0,77 (6,31) 
Median (Min – Max) 1,00 [-8,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 24 (88,9) 
Mean (SD) 0,93 (6,69) 
Median (Min – Max) 0,00 [-9,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,72 (7,43) 
Median (Min – Max) -1,00 [-14,00-14,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 1,22 (8,04) 
Median (Min – Max) 1,00 [-8,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,65 (9,64) 
Median (Min – Max) 1,50 [-12,16-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,36 (9,93) 
Median (Min – Max) 1,00 [-16,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,44 (8,88) 
Median (Min – Max) 2,00 [-16,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,00 (13,53) 
Median (Min – Max) 3,00 [-12,00-15,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,00 (11,53) 
Median (Min – Max) 3,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -0,50 (14,85) 
Median (Min – Max) -0,50 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,36 (13,64) 
Median (Min – Max) 0,36 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 33 (76,7) 
Mean (SD) -1,85 (8,06) 
Median (Min – Max) -1,71 [-17,00-15,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 45,64 (7,67) 
Median (Min – Max) 47,00 [29,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,75 (4,39) 
Median (Min – Max) 0,00 [-8,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -0,09 (9,71) 
Median (Min – Max) 1,00 [-20,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -0,21 (8,36) 
Median (Min – Max) 0,00 [-19,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,33 (3,24) 
Median (Min – Max) -0,57 [-5,00-6,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -0,38 (3,93) 
Median (Min – Max) -0,50 [-5,36-4,07] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (3,79) 
Median (Min – Max) 0,00 [-1,00-6,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,93 (4,48) 
Median (Min – Max) 4,00 [-3,21-5,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,21 (3,99) 
Median (Min – Max) 6,00 [-0,36-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 3,00 (1,41) 
Median (Min – Max) 3,00 [2,00-4,00] 
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Table LT1FLC_PSHS10: FACT-Lym lymphoma scale - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,00 (NE) 
Median (Min – Max) 8,00 [8,00-8,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -1,96 (9,60) 
Median (Min – Max) -2,00 [-20,00-18,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 74 (97,4) 
Mean (SD) 44,05 (10,07) 
Median (Min – Max) 47,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 64 (92,8) 
Mean (SD) 1,58 (7,01) 
Median (Min – Max) 1,00 [-11,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 51 (89,5) 
Mean (SD) 0,95 (8,67) 
Median (Min – Max) 1,00 [-20,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 2,32 (7,79) 
Median (Min – Max) 2,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,62 (6,94) 
Median (Min – Max) -0,50 [-22,00-14,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 23 (92,0) 
Mean (SD) -0,58 (8,97) 
Median (Min – Max) 0,00 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) -0,33 (10,50) 
Median (Min – Max) 0,00 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 2,67 (7,09) 
Median (Min – Max) 1,00 [-8,74-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 1,99 (5,38) 
Median (Min – Max) 1,00 [-12,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,93 (9,68) 
Median (Min – Max) 2,00 [-18,00-15,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,44 (7,16) 
Median (Min – Max) 3,50 [-6,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 4,00 (6,20) 
Median (Min – Max) 2,00 [-3,00-11,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,50 (6,95) 
Median (Min – Max) 1,50 [-7,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 50 (65,8) 
Mean (SD) -0,64 (9,57) 
Median (Min – Max) 0,00 [-20,00-18,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 42,60 (11,35) 
Median (Min – Max) 46,00 [13,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 31 (96,9) 
Mean (SD) -0,15 (6,34) 
Median (Min – Max) -1,00 [-18,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 1,65 (9,54) 
Median (Min – Max) 1,50 [-8,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 1,30 (4,55) 
Median (Min – Max) 0,50 [-4,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 2,78 (9,74) 
Median (Min – Max) -0,57 [-8,91-24,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 4,68 (9,55) 
Median (Min – Max) 3,00 [-6,62-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,35 (12,19) 
Median (Min – Max) 3,50 [-12,16-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,91 (10,91) 
Median (Min – Max) 2,50 [-5,36-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,90 (11,83) 
Median (Min – Max) 3,00 [-9,91-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,00 (NE) 
Median (Min – Max) 8,00 [8,00-8,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -3,13 (8,30) 
Median (Min – Max) -3,50 [-17,00-15,07] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 42,02 (7,87) 
Median (Min – Max) 45,00 [28,00-52,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) -2,59 (10,09) 
Median (Min – Max) -4,00 [-21,00-8,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,19 (2,24) 
Median (Min – Max) 0,86 [-2,93-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -4,75 (7,50) 
Median (Min – Max) -3,50 [-15,00-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -9,50 (6,36) 
Median (Min – Max) -9,50 [-14,00--5,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -9,00 (NE) 
Median (Min – Max) -9,00 [-9,00--9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -16,00 (NE) 
Median (Min – Max) -16,00 [-16,00--16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -16,00 (NE) 
Median (Min – Max) -16,00 [-16,00--16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -12,00 (NE) 
Median (Min – Max) -12,00 [-12,00--12,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,00 (NE) 
Median (Min – Max) -11,00 [-11,00--11,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -9,29 (NE) 
Median (Min – Max) -9,29 [-9,29--9,29] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) -1,43 (6,98) 
Median (Min – Max) -1,14 [-11,00-7,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 43,43 (8,60) 
Median (Min – Max) 46,00 [31,00-54,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,83 (1,10) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (0,00) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,00 (4,24) 
Median (Min – Max) -3,00 [-6,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,00 (NE) 
Median (Min – Max) -5,00 [-5,00--5,00] 
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Table LT1FLC_PSHS11: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,56 (6,42) 
Median (Min – Max) 0,00 [-5,00-10,54] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.12 Merkmal: Primärdiagnose 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 110 (98,2) 
Mean (SD) 43,84 (10,15) 
Median (Min – Max) 47,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 95 (94,1) 
Mean (SD) 0,67 (6,53) 
Median (Min – Max) 0,00 [-21,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 70 (89,7) 
Mean (SD) 1,02 (8,73) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 54 (90,0) 
Mean (SD) 0,99 (7,13) 
Median (Min – Max) 0,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 42 (97,7) 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,47 (8,00) 
Median (Min – Max) -0,79 [-22,00-24,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 0,04 (9,00) 
Median (Min – Max) 0,00 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) -0,12 (11,01) 
Median (Min – Max) 0,50 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 1,97 (8,89) 
Median (Min – Max) 1,00 [-16,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,62 (8,25) 
Median (Min – Max) 1,00 [-16,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,50 (9,03) 
Median (Min – Max) 1,50 [-18,00-15,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,81 (7,87) 
Median (Min – Max) 3,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,50 (7,18) 
Median (Min – Max) 1,00 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,66 (7,71) 
Median (Min – Max) 1,00 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (69,6) 
Mean (SD) -0,91 (8,90) 
Median (Min – Max) -1,07 [-20,00-18,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 42,36 (11,38) 
Median (Min – Max) 42,00 [17,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 1,31 (8,52) 
Median (Min – Max) 0,00 [-7,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 6,61 (9,19) 
Median (Min – Max) 3,82 [0,00-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 14,40 (16,41) 
Median (Min – Max) 12,00 [-1,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,40 (11,74) 
Median (Min – Max) -1,00 [-4,00-24,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 9,31 (13,88) 
Median (Min – Max) 7,63 [-4,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,69 (13,06) 
Median (Min – Max) 8,29 [-1,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 12,67 (14,84) 
Median (Min – Max) 9,00 [0,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 16,14 (11,11) 
Median (Min – Max) 16,14 [8,29-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,69 (10,33) 
Median (Min – Max) 21,69 [14,38-29,00] 
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Table LT1FLC_PSHS12: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 25,36 (18,89) 
Median (Min – Max) 25,36 [12,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 21,00 (14,14) 
Median (Min – Max) 21,00 [11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 37,00 (NE) 
Median (Min – Max) 37,00 [37,00-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,78 (13,24) 
Median (Min – Max) -5,00 [-17,00-26,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 44,73 (9,64) 
Median (Min – Max) 47,00 [13,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 48 (92,3) 
Mean (SD) -0,27 (5,37) 
Median (Min – Max) 0,00 [-18,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 32 (84,2) 
Mean (SD) 0,13 (10,43) 
Median (Min – Max) -1,00 [-16,69-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) 1,29 (6,95) 
Median (Min – Max) 2,00 [-13,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,80 (9,29) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -3,41 (8,97) 
Median (Min – Max) -3,21 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) -3,19 (11,45) 
Median (Min – Max) -0,96 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,64 (7,78) 
Median (Min – Max) 1,00 [-8,74-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,01 (8,55) 
Median (Min – Max) 0,00 [-12,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -2,20 (8,87) 
Median (Min – Max) 1,00 [-18,00-3,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,41 (4,50) 
Median (Min – Max) 1,82 [-6,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,33 (2,52) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,33 (4,93) 
Median (Min – Max) 1,00 [-7,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -5,00 (8,62) 
Median (Min – Max) -2,00 [-14,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) -3,11 (8,11) 
Median (Min – Max) -5,00 [-16,00-18,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 42,35 (9,75) 
Median (Min – Max) 43,50 [27,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 29 (96,7) 
Mean (SD) 2,10 (9,64) 
Median (Min – Max) 1,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 3,35 (6,22) 
Median (Min – Max) 1,50 [-3,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 2,67 (8,73) 
Median (Min – Max) 0,00 [-15,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 1,00 (6,82) 
Median (Min – Max) -1,00 [-5,00-14,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,33 (8,98) 
Median (Min – Max) 3,50 [-4,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 9,00 (11,20) 
Median (Min – Max) 7,00 [-1,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 9,50 (9,40) 
Median (Min – Max) 8,50 [0,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,33 (3,06) 
Median (Min – Max) 7,00 [3,00-9,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 8,50 (9,19) 
Median (Min – Max) 8,50 [2,00-15,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 13,00 (NE) 
Median (Min – Max) 13,00 [13,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 23 (71,9) 
Mean (SD) -0,00 (9,38) 
Median (Min – Max) -1,00 [-17,00-16,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 42,08 (11,78) 
Median (Min – Max) 43,50 [11,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 1,70 (6,69) 
Median (Min – Max) 0,00 [-8,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 26 (96,3) 
Mean (SD) 1,27 (8,20) 
Median (Min – Max) 1,00 [-20,00-25,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 2,55 (10,80) 
Median (Min – Max) 0,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,97 (8,41) 
Median (Min – Max) 0,00 [-14,00-24,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 5,54 (9,43) 
Median (Min – Max) 1,57 [-6,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 4,90 (9,15) 
Median (Min – Max) 4,00 [-9,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 3,88 (12,67) 
Median (Min – Max) 2,50 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 4,05 (12,96) 
Median (Min – Max) 3,50 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,48 (15,87) 
Median (Min – Max) 4,00 [-12,00-29,00] 
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Table LT1FLC_PSHS13: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 12,18 (20,11) 
Median (Min – Max) 10,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 9,00 (17,36) 
Median (Min – Max) 8,00 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 13,86 (32,73) 
Median (Min – Max) 13,86 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 33,77 (NE) 
Median (Min – Max) 33,77 [33,77-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (76,9) 
Mean (SD) 0,51 (10,10) 
Median (Min – Max) 0,50 [-20,00-26,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 90 (97,8) 
Mean (SD) 44,10 (10,59) 
Median (Min – Max) 46,50 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 80 (93,0) 
Mean (SD) 0,58 (6,90) 
Median (Min – Max) 0,00 [-21,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 60 (90,9) 
Mean (SD) 0,86 (9,29) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
Mean (SD) 0,43 (7,63) 
Median (Min – Max) 0,00 [-19,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,87 (8,54) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,98 (9,26) 
Median (Min – Max) 0,50 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 23 (100,0) 
Mean (SD) -0,02 (11,67) 
Median (Min – Max) 0,00 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 2,55 (9,49) 
Median (Min – Max) 1,00 [-16,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,98 (8,99) 
Median (Min – Max) 1,50 [-16,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,86 (10,90) 
Median (Min – Max) 2,00 [-18,00-15,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,80 (9,60) 
Median (Min – Max) 4,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,60 (8,02) 
Median (Min – Max) 2,00 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,07 (8,84) 
Median (Min – Max) -2,50 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,36 (8,99) 
Median (Min – Max) -8,36 [-14,71--2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (66,3) 
Mean (SD) -0,95 (9,20) 
Median (Min – Max) -1,14 [-20,00-18,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 43,99 (8,80) 
Median (Min – Max) 46,50 [25,71-55,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,12 (3,46) 
Median (Min – Max) 0,50 [-6,00-8,29] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,14 (4,74) 
Median (Min – Max) 0,00 [-4,29-12,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 3,02 (2,87) 
Median (Min – Max) 3,00 [0,00-8,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,68 (5,63) 
Median (Min – Max) -0,50 [-7,00-10,05] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -4,96 (7,17) 
Median (Min – Max) -3,21 [-15,00-1,57] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,88 (3,46) 
Median (Min – Max) -0,92 [-5,71-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,12 (3,18) 
Median (Min – Max) -2,00 [-5,36-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,52 (5,26) 
Median (Min – Max) 0,00 [-8,57-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,00 (2,83) 
Median (Min – Max) -1,00 [-3,00-1,00] 
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Table LT1FLC_PSHS14: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,64 (NE) 
Median (Min – Max) 0,64 [0,64-0,64] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,71 (NE) 
Median (Min – Max) 1,71 [1,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -3,17 (7,66) 
Median (Min – Max) -3,50 [-17,00-10,54] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 44,80 (9,83) 
Median (Min – Max) 48,00 [13,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) -0,51 (6,57) 
Median (Min – Max) -0,50 [-21,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 0,49 (9,65) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 0,18 (7,93) 
Median (Min – Max) 0,00 [-19,00-15,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,99 (8,66) 
Median (Min – Max) -1,00 [-14,00-24,00] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,47 (8,37) 
Median (Min – Max) 0,50 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 0,90 (9,76) 
Median (Min – Max) -1,00 [-11,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,40 (10,29) 
Median (Min – Max) 1,50 [-16,00-20,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,40 (10,11) 
Median (Min – Max) 5,00 [-16,00-19,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -1,00 (10,17) 
Median (Min – Max) 1,50 [-18,00-15,00] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,60 (9,56) 
Median (Min – Max) 3,00 [-10,00-13,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (9,22) 
Median (Min – Max) 1,00 [-11,00-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,10 (10,54) 
Median (Min – Max) -7,00 [-9,29-10,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -14,71 (NE) 
Median (Min – Max) -14,71 [-14,71--14,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 26 (65,0) 
Mean (SD) -3,30 (9,16) 
Median (Min – Max) -3,50 [-20,00-15,07] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 74 (98,7) 
Mean (SD) 42,53 (10,59) 
Median (Min – Max) 46,00 [11,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 61 (95,3) 
Mean (SD) 1,37 (7,36) 
Median (Min – Max) 0,00 [-18,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 0,42 (6,92) 
Median (Min – Max) 1,00 [-15,36-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 2,29 (6,57) 
Median (Min – Max) 2,00 [-13,00-17,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 0,46 (7,70) 
Median (Min – Max) 0,00 [-22,00-15,00] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,90 (9,07) 
Median (Min – Max) 0,00 [-15,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) -0,68 (12,33) 
Median (Min – Max) 1,00 [-32,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 2,34 (7,21) 
Median (Min – Max) 1,00 [-5,36-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -1,60 (4,86) 
Median (Min – Max) 0,00 [-9,91-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,50 (0,71) 
Median (Min – Max) 1,50 [1,00-2,00] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,32 (2,37) 
Median (Min – Max) 2,32 [0,64-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (0,71) 
Median (Min – Max) 1,50 [1,00-2,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,14 (2,63) 
Median (Min – Max) -0,14 [-2,00-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS15: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (76,0) 
Mean (SD) -0,34 (8,39) 
Median (Min – Max) -1,00 [-16,00-18,00] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 44,08 (8,78) 
Median (Min – Max) 47,00 [25,71-55,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 0,54 (3,37) 
Median (Min – Max) 1,00 [-6,00-8,29] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,54 (4,94) 
Median (Min – Max) 0,50 [-4,29-12,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 3,13 (2,98) 
Median (Min – Max) 3,00 [0,00-8,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,34 (5,94) 
Median (Min – Max) 0,00 [-7,00-10,05] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -6,36 (5,90) 
Median (Min – Max) -4,36 [-15,00--1,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,32 (3,39) 
Median (Min – Max) -3,32 [-5,71--0,92] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,18 (4,50) 
Median (Min – Max) -2,18 [-5,36-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -4,29 (6,06) 
Median (Min – Max) -4,29 [-8,57-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,64 (NE) 
Median (Min – Max) 0,64 [0,64-0,64] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,71 (NE) 
Median (Min – Max) 1,71 [1,71-1,71] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -1,79 (7,36) 
Median (Min – Max) -1,71 [-13,00-10,54] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 102 (98,1) 
Mean (SD) 43,49 (10,69) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 90 (93,8) 
Mean (SD) 0,82 (7,11) 
Median (Min – Max) 0,00 [-21,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 67 (91,8) 
Mean (SD) 1,25 (9,28) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 50 (90,9) 
Mean (SD) 1,83 (9,59) 
Median (Min – Max) 0,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 40 (100,0) 
Mean (SD) -0,27 (8,83) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 1,74 (9,83) 
Median (Min – Max) 1,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) 1,05 (11,97) 
Median (Min – Max) 1,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 3,73 (10,66) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,57 (9,85) 
Median (Min – Max) 2,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,30 (13,01) 
Median (Min – Max) 2,00 [-18,00-29,00] 



Sobi Page 1448 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FLC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:40:39 

 
Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 7,24 (15,94) 
Median (Min – Max) 4,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 5,67 (14,33) 
Median (Min – Max) 3,50 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 6,54 (18,67) 
Median (Min – Max) 2,00 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 5,68 (25,14) 
Median (Min – Max) -2,00 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS16: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 69 (66,3) 
Mean (SD) -0,91 (9,55) 
Median (Min – Max) -2,00 [-20,00-26,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 44,75 (11,06) 
Median (Min – Max) 45,00 [28,00-58,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,33 (9,97) 
Median (Min – Max) 1,00 [-5,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 3,75 (12,04) 
Median (Min – Max) 0,50 [-7,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 3,75 (8,18) 
Median (Min – Max) 0,00 [-1,00-16,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 6,33 (7,51) 
Median (Min – Max) 6,00 [-1,00-14,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,67 (11,02) 
Median (Min – Max) 10,00 [0,00-22,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,67 (12,66) 
Median (Min – Max) 4,00 [-1,00-23,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,00 (10,82) 
Median (Min – Max) 6,00 [0,00-21,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,50 (10,01) 
Median (Min – Max) -1,00 [-17,00-14,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 120 (98,4) 
Mean (SD) 43,25 (10,34) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 104 (94,5) 
Mean (SD) 0,81 (6,96) 
Median (Min – Max) 0,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 74 (90,2) 
Mean (SD) 1,21 (8,64) 
Median (Min – Max) 1,00 [-20,00-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 56 (88,9) 
Mean (SD) 1,97 (8,93) 
Median (Min – Max) 1,00 [-19,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 44 (95,7) 
Mean (SD) -0,27 (8,48) 
Median (Min – Max) -1,00 [-22,00-24,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 0,21 (9,48) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 26 (100,0) 
Mean (SD) 0,11 (11,26) 
Median (Min – Max) 0,50 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 2,55 (10,05) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 2,23 (9,75) 
Median (Min – Max) 2,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 3,20 (12,29) 
Median (Min – Max) 2,00 [-18,00-29,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 7,04 (14,10) 
Median (Min – Max) 4,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 5,63 (12,47) 
Median (Min – Max) 3,50 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 5,62 (16,85) 
Median (Min – Max) 1,50 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 4,69 (20,62) 
Median (Min – Max) -0,14 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS17: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 85 (69,7) 
Mean (SD) -1,11 (9,18) 
Median (Min – Max) -1,71 [-20,00-26,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.10.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 45,40 (9,25) 
Median (Min – Max) 47,50 [27,00-57,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 0,90 (4,55) 
Median (Min – Max) 1,00 [-8,00-10,07] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,37 (6,92) 
Median (Min – Max) 2,00 [-20,00-12,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,50 (6,62) 
Median (Min – Max) 1,00 [-19,00-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,09 (4,25) 
Median (Min – Max) -1,00 [-6,00-6,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,25 (5,56) 
Median (Min – Max) 2,50 [-8,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,80 (3,77) 
Median (Min – Max) 0,00 [-7,00-3,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,75 (1,71) 
Median (Min – Max) 1,50 [0,00-4,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,33 (3,51) 
Median (Min – Max) 3,00 [0,00-7,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) -2,55 (9,44) 
Median (Min – Max) -4,00 [-20,00-15,07] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym lymphoma scale Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 96 (98,0) 
Mean (SD) 42,66 (10,64) 
Median (Min – Max) 46,00 [11,00-60,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 82 (93,2) 
Mean (SD) 0,97 (7,82) 
Median (Min – Max) 0,00 [-21,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 59 (90,8) 
Mean (SD) 1,65 (9,31) 
Median (Min – Max) 1,00 [-16,69-35,21] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 44 (88,0) 
Mean (SD) 3,04 (9,40) 
Median (Min – Max) 0,50 [-15,00-42,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 36 (94,7) 
Mean (SD) 0,23 (9,48) 
Median (Min – Max) -0,79 [-22,00-24,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym lymphoma scale - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 1,29 (10,44) 
Median (Min – Max) 0,00 [-15,00-26,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 24 (100,0) 
Mean (SD) 1,37 (12,53) 
Median (Min – Max) 1,00 [-32,00-24,79] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 3,80 (11,21) 
Median (Min – Max) 1,00 [-16,00-29,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,97 (10,26) 
Median (Min – Max) 1,00 [-16,00-24,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 3,31 (12,89) 
Median (Min – Max) 2,00 [-18,00-29,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym lymphoma scale - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 7,04 (14,10) 
Median (Min – Max) 4,00 [-10,00-38,71] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 5,63 (12,47) 
Median (Min – Max) 3,50 [-11,00-31,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 5,62 (16,85) 
Median (Min – Max) 1,50 [-9,29-37,00] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 4,69 (20,62) 
Median (Min – Max) -0,14 [-14,71-33,77] 
 
FACT-Lym lymphoma scale - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
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Table LT1FLC_PSHS18: FACT-Lym lymphoma scale - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym lymphoma scale - Change from Baseline by subgroup: 
Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym lymphoma scale - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 69 (70,4) 
Mean (SD) -0,68 (9,12) 
Median (Min – Max) -1,00 [-17,00-26,00] 
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Table LT1FOD_PSTS01: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11 Subgruppenanalysen zum FACT-Lym – TOI (Zeit bis zur Verschlechterung) 

3.11.1 Merkmal Alter 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 10 (17,5) 
95%-CI [8,7-29,9] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [64,5-89,9] 
Month 6 69,4 [47,2-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS01: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 15 (28,3) 
95%-CI [16,8-42,3] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median 5,55[3,32-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,3 [54,4-84,1] 
Month 6 47,7 [24,5-67,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 1467 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:44:27 

 
Table LT1FOD_PSTS01: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 4 (20,0) 
95%-CI [5,7-43,7] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,75-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [63,2-97,2] 
Month 6 72,1 [40,0-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS02: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 11 (20,8) 
95%-CI [10,8-34,1] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [68,0-92,9] 
Month 6 61,1 [38,6-77,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS02: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 18 (23,4) 
95%-CI [14,5-34,4] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [60,7-84,1] 
Month 6 63,4 [45,8-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS03: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 26 (22,6) 
95%-CI [15,3-31,3] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,5 [66,5-85,3] 
Month 6 59,4 [43,8-71,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS03: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [55,0-96,4] 
Month 6 73,9 [36,2-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS04: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 10 (19,6) 
95%-CI [9,8-33,1] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,75-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [64,0-90,9] 
Month 6 67,1 [45,6-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS04: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,32-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,9 [57,9-91,2] 
Month 6 60,5 [29,2-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS04: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 12 (25,0) 
95%-CI [13,6-39,6] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [57,2-86,5] 
Month 6 57,5 [34,3-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS05: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 10 (19,6) 
95%-CI [9,8-33,1] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,75-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [64,0-90,9] 
Month 6 67,1 [45,6-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS05: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 19 (24,1) 
95%-CI [15,1-35,0] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,0 [63,9-85,9] 
Month 6 57,7 [38,7-72,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS06: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median 4,73[2,83-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 22,9 [1,0-62,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS06: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[2,10-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,1 [42,7-89,1] 
Month 6 58,5 [23,1-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS06: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Ann Arbor stage 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 5 (29,4) 
95%-CI [10,3-56,0] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[1,48-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,6 [35,9-87,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS06: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Ann Arbor stage 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [68,9-89,3] 
Month 6 72,8 [57,5-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS07: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.11.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 29 (23,0) 
95%-CI [16,0-31,4] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [68,3-85,4] 
Month 6 61,1 [46,9-72,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS08: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 3 (21,4) 
95%-CI [4,7-50,8] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 57,7 [14,7-85,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS08: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 26 (22,4) 
95%-CI [15,2-31,1] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,1 [66,4-84,8] 
Month 6 61,5 [46,2-73,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS09: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 6 (25,0) 
95%-CI [9,8-46,7] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [55,9-92,3] 
Month 6 60,5 [28,1-81,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS09: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 23 (21,7) 
95%-CI [14,3-30,8] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [66,8-86,0] 
Month 6 61,6 [45,7-74,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS10: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,9 [56,8-86,2] 
Month 6 55,9 [31,4-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS10: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,32-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,6 [54,7-94,1] 
Month 6 72,3 [39,4-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS11: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 17 (22,4) 
95%-CI [13,6-33,4] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [65,1-86,9] 
Month 6 64,6 [47,3-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS11: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 10 (29,4) 
95%-CI [15,1-47,5] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median 5,55[3,32-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [57,4-89,7] 
Month 6 48,7 [20,8-71,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS11: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FOD_PSTS11: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FOD_PSTS12: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 25 (22,3) 
95%-CI [15,0-31,2] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [67,2-85,6] 
Month 6 62,2 [46,8-74,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS12: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median 3,75[1,41-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [35,4-94,2] 
Month 6 46,8 [11,4-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS13: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [60,3-85,3] 
Month 6 55,2 [33,5-72,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS13: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 6 (18,8) 
95%-CI [7,2-36,4] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [61,7-93,7] 
Month 6 62,0 [28,5-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS13: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 7 (17,9) 
95%-CI [7,5-33,5] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [60,5-92,0] 
Month 6 69,7 [44,9-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS14: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 20 (21,7) 
95%-CI [13,8-31,6] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [65,9-86,6] 
Month 6 60,0 [41,5-74,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS14: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 6 (27,3) 
95%-CI [10,7-50,2] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[1,97-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,1 [44,9-87,5] 
Month 6 64,1 [35,8-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS15: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 11 (27,5) 
95%-CI [14,6-43,9] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[3,75-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,4 [51,5-84,2] 
Month 6 59,9 [37,4-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS15: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 15 (20,0) 
95%-CI [11,6-30,8] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [65,3-88,3] 
Month 6 62,3 [40,5-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS16: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 6 (27,3) 
95%-CI [10,7-50,2] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[1,97-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,1 [44,9-87,5] 
Month 6 64,9 [37,2-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS16: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 22 (21,2) 
95%-CI [13,8-30,3] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,09-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,5 [69,2-88,0] 
Month 6 60,4 [43,6-73,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS17: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FOD_PSTS17: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 27 (22,1) 
95%-CI [15,1-30,5] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [69,4-86,6] 
Month 6 60,9 [46,0-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS18: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.11.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 7 (21,9) 
95%-CI [9,3-40,0] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [52,1-89,8] 
Month 6 51,2 [18,7-76,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOD_PSTS18: Time to first decrease in FACT-Lym TOI by at least 18 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. TOI = trial outcome index 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym TOI by at least 18 points 
by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 22 (22,4) 
95%-CI [14,6-32,0] 
FACT-Lym TOI - Time to decrease by at least 18 points in 
months [95%-CI] 

 

Median NE[5,55-NE] 
FACT-Lym TOI - Time to decrease by at least 18 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [68,2-86,9] 
Month 6 63,7 [48,3-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12 Subgruppenanalysen zum FACT-Lym – TOI (Veränderung gegenüber Studienbeginn) 

3.12.1 Merkmal Alter 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym TOI Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 55 (96,5) 
Mean (SD) 74,55 (19,47) 
Median (Min – Max) 77,00 [32,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
Mean (SD) 2,67 (11,66) 
Median (Min – Max) 2,00 [-21,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) -0,87 (16,97) 
Median (Min – Max) -2,00 [-31,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 3,96 (17,35) 
Median (Min – Max) 3,50 [-27,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 1,14 (14,02) 
Median (Min – Max) 2,50 [-23,00-24,67] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 0,91 (19,19) 
Median (Min – Max) 1,57 [-31,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 2,82 (16,54) 
Median (Min – Max) 0,00 [-19,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 6,86 (19,58) 
Median (Min – Max) 1,00 [-21,74-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 5,36 (11,93) 
Median (Min – Max) 0,46 [-4,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,66 (22,73) 
Median (Min – Max) 2,00 [-11,00-38,27] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 28,13 (21,70) 
Median (Min – Max) 29,00 [6,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 24,22 (17,99) 
Median (Min – Max) 27,00 [5,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 30,67 (34,88) 
Median (Min – Max) 30,67 [6,00-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (68,4) 
Mean (SD) -2,86 (16,94) 
Median (Min – Max) -4,17 [-43,00-32,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym TOI Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 51 (96,2) 
Mean (SD) 85,46 (15,02) 
Median (Min – Max) 88,00 [45,00-107,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 43 (89,6) 
Mean (SD) -2,48 (13,40) 
Median (Min – Max) -1,00 [-56,00-26,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 27 (79,4) 
Mean (SD) 0,64 (16,45) 
Median (Min – Max) 2,00 [-41,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -1,64 (16,48) 
Median (Min – Max) -2,50 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) -4,62 (16,23) 
Median (Min – Max) -4,00 [-45,00-27,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,23 (17,22) 
Median (Min – Max) -2,62 [-38,00-24,50] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -5,46 (23,24) 
Median (Min – Max) -2,50 [-58,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -2,31 (14,88) 
Median (Min – Max) 4,17 [-28,00-11,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -3,10 (20,24) 
Median (Min – Max) -2,01 [-30,00-22,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,00 (24,04) 
Median (Min – Max) 9,00 [-30,00-23,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,21 (19,74) 
Median (Min – Max) -1,50 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 2,00 (15,90) 
Median (Min – Max) 1,50 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,26 (20,99) 
Median (Min – Max) -12,00 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (71,7) 
Mean (SD) -7,92 (17,49) 
Median (Min – Max) -7,50 [-43,00-28,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym TOI Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 80,06 (19,76) 
Median (Min – Max) 78,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,92 (11,93) 
Median (Min – Max) 0,00 [-30,00-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 7,49 (10,24) 
Median (Min – Max) 4,00 [-6,17-25,33] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 8 (61,5) 
Mean (SD) 11,40 (10,31) 
Median (Min – Max) 12,50 [-1,00-26,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 2,23 (18,08) 
Median (Min – Max) -0,58 [-19,00-34,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,95 (19,28) 
Median (Min – Max) -0,64 [-13,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 11,08 (13,04) 
Median (Min – Max) 10,00 [-3,09-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 12,00 (13,39) 
Median (Min – Max) 12,00 [-1,00-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 8,88 (11,71) 
Median (Min – Max) 6,00 [-2,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (2,83) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FOC_PSHS01: FACT-Lym TOI - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,32 (3,79) 
Median (Min – Max) 1,32 [-1,36-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -2,27 (19,10) 
Median (Min – Max) 3,00 [-31,00-20,33] 
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Table LT1FOC_PSHS02: FACT-Lym TOI - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.2 Merkmal: Geschlecht 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym TOI Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 49 (92,5) 
Mean (SD) 76,69 (20,39) 
Median (Min – Max) 80,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 38 (82,6) 
Mean (SD) 3,80 (11,19) 
Median (Min – Max) 2,00 [-21,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 30 (83,3) 
Mean (SD) 4,50 (16,11) 
Median (Min – Max) 4,42 [-26,36-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 21 (75,0) 
Mean (SD) 7,24 (18,90) 
Median (Min – Max) 9,00 [-34,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
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Table LT1FOC_PSHS02: FACT-Lym TOI - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,59 (17,76) 
Median (Min – Max) 1,42 [-45,00-34,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 3,31 (18,29) 
Median (Min – Max) 5,43 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,12 (19,78) 
Median (Min – Max) 0,75 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 5,29 (17,66) 
Median (Min – Max) 3,00 [-28,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,43 (17,25) 
Median (Min – Max) -0,50 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,03 (20,47) 
Median (Min – Max) 2,00 [-30,00-38,27] 



Sobi Page 1521 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS02: FACT-Lym TOI - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 5,29 (22,32) 
Median (Min – Max) 4,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 5,44 (19,37) 
Median (Min – Max) 2,00 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,61 (29,57) 
Median (Min – Max) -1,00 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (60,4) 
Mean (SD) -4,01 (18,20) 
Median (Min – Max) -5,00 [-40,00-30,67] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym TOI Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 76 (98,7) 
Mean (SD) 81,87 (16,80) 
Median (Min – Max) 84,00 [32,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 67 (95,7) 
Mean (SD) -1,72 (12,92) 
Median (Min – Max) -1,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 43 (86,0) 
Mean (SD) -1,14 (15,49) 
Median (Min – Max) 0,00 [-41,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) 0,07 (14,70) 
Median (Min – Max) 0,00 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -0,73 (13,63) 
Median (Min – Max) -3,00 [-23,00-27,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -2,54 (17,90) 
Median (Min – Max) -5,67 [-31,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 4,36 (17,36) 
Median (Min – Max) 0,98 [-16,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 5,12 (18,03) 
Median (Min – Max) 3,33 [-21,74-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 7,92 (11,38) 
Median (Min – Max) 2,67 [-2,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 13,68 (21,59) 
Median (Min – Max) 23,00 [-11,00-29,05] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 25,42 (5,07) 
Median (Min – Max) 25,42 [21,83-29,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 23,50 (4,95) 
Median (Min – Max) 23,50 [20,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 19,50 (NE) 
Median (Min – Max) 19,50 [19,50-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (71,4) 
Mean (SD) -5,58 (17,09) 
Median (Min – Max) -6,00 [-43,00-32,00] 
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Table LT1FOC_PSHS03: FACT-Lym TOI - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.3 Merkmal: Ethnie 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym TOI Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 110 (95,7) 
Mean (SD) 79,94 (18,44) 
Median (Min – Max) 83,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 93 (89,4) 
Mean (SD) -0,02 (12,39) 
Median (Min – Max) 0,00 [-56,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 61 (82,4) 
Mean (SD) 0,72 (15,57) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 48 (85,7) 
Mean (SD) 2,77 (17,06) 
Median (Min – Max) 2,33 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 36 (87,8) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -1,31 (15,62) 
Median (Min – Max) -2,29 [-45,00-34,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 26 (86,7) 
Mean (SD) -1,01 (17,41) 
Median (Min – Max) -2,31 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) -0,65 (17,94) 
Median (Min – Max) -1,00 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 3,20 (16,71) 
Median (Min – Max) 1,50 [-28,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 1,82 (15,76) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,48 (20,64) 
Median (Min – Max) 2,00 [-30,00-38,27] 
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Table LT1FOC_PSHS03: FACT-Lym TOI - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 8,25 (22,30) 
Median (Min – Max) 5,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 8,52 (19,47) 
Median (Min – Max) 5,00 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,61 (29,57) 
Median (Min – Max) -1,00 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS03: FACT-Lym TOI - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 75 (65,2) 
Mean (SD) -5,76 (16,92) 
Median (Min – Max) -6,00 [-43,00-30,67] 
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Table LT1FOC_PSHS03: FACT-Lym TOI - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym TOI Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 79,13 (18,66) 
Median (Min – Max) 82,00 [45,17-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 2,56 (14,15) 
Median (Min – Max) 2,00 [-21,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 3,53 (17,94) 
Median (Min – Max) 4,42 [-31,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 2,17 (14,66) 
Median (Min – Max) 5,42 [-27,00-24,83] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 2,64 (15,53) 
Median (Min – Max) 4,00 [-18,00-23,00] 
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Table LT1FOC_PSHS03: FACT-Lym TOI - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 9,33 (20,14) 
Median (Min – Max) 11,92 [-14,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 12,17 (20,76) 
Median (Min – Max) 9,00 [-16,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 17,33 (19,66) 
Median (Min – Max) 7,00 [5,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 19,00 (NE) 
Median (Min – Max) 19,00 [19,00-19,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,00 (NE) 
Median (Min – Max) 23,00 [23,00-23,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 21,83 (NE) 
Median (Min – Max) 21,83 [21,83-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,00 (NE) 
Median (Min – Max) 20,00 [20,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 19,50 (NE) 
Median (Min – Max) 19,50 [19,50-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (80,0) 
Mean (SD) -0,29 (20,44) 
Median (Min – Max) 2,42 [-38,00-32,00] 

 



Sobi Page 1534 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.4 Merkmal: Region-1 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym TOI Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 77,15 (18,70) 
Median (Min – Max) 78,50 [32,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 1,47 (12,79) 
Median (Min – Max) -1,00 [-21,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 4,13 (15,56) 
Median (Min – Max) 4,00 [-25,00-35,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,65 (18,92) 
Median (Min – Max) 1,00 [-34,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,63 (19,19) 
Median (Min – Max) 1,00 [-45,00-24,67] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 2,15 (22,16) 
Median (Min – Max) 6,07 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 7,05 (26,67) 
Median (Min – Max) 13,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 13,78 (20,79) 
Median (Min – Max) 11,00 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 7,66 (21,30) 
Median (Min – Max) 15,50 [-30,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 15,66 (23,09) 
Median (Min – Max) 23,00 [-21,00-38,27] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 18,84 (24,74) 
Median (Min – Max) 21,83 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 16,53 (20,86) 
Median (Min – Max) 20,00 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,18 (37,83) 
Median (Min – Max) 19,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -2,58 (19,53) 
Median (Min – Max) -1,50 [-43,00-30,67] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym TOI Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 85,42 (17,47) 
Median (Min – Max) 88,00 [47,05-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 21 (87,5) 
Mean (SD) -4,74 (14,06) 
Median (Min – Max) -0,20 [-56,00-11,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 10 (62,5) 
Mean (SD) -2,18 (18,93) 
Median (Min – Max) -2,00 [-31,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 2,50 (16,75) 
Median (Min – Max) 3,17 [-27,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -0,81 (13,51) 
Median (Min – Max) -2,29 [-20,00-27,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -4,04 (8,30) 
Median (Min – Max) -5,67 [-14,00-8,79] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,43 (9,60) 
Median (Min – Max) -1,38 [-16,00-10,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 3,16 (4,07) 
Median (Min – Max) 3,33 [-1,00-7,14] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,30 (10,27) 
Median (Min – Max) -0,07 [-19,74-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,36 (NE) 
Median (Min – Max) -1,36 [-1,36--1,36] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (72,4) 
Mean (SD) -5,63 (18,99) 
Median (Min – Max) -6,00 [-43,00-32,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym TOI Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) 79,20 (18,49) 
Median (Min – Max) 82,00 [24,00-105,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) 1,51 (11,20) 
Median (Min – Max) 1,00 [-30,00-25,67] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) -0,59 (15,48) 
Median (Min – Max) 0,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) 0,59 (13,99) 
Median (Min – Max) 3,00 [-37,00-26,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) -0,24 (12,92) 
Median (Min – Max) -0,50 [-23,00-34,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 1,48 (16,04) 
Median (Min – Max) 2,29 [-19,33-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,05 (11,53) 
Median (Min – Max) -2,25 [-19,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,66 (12,80) 
Median (Min – Max) -2,00 [-21,74-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,13 (14,94) 
Median (Min – Max) 1,00 [-24,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -4,50 (16,57) 
Median (Min – Max) -4,00 [-30,00-19,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -1,67 (11,59) 
Median (Min – Max) 4,00 [-15,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -1,00 (8,49) 
Median (Min – Max) -1,00 [-7,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -3,00 (12,73) 
Median (Min – Max) -3,00 [-12,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS04: FACT-Lym TOI - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (58,3) 
Mean (SD) -7,22 (13,64) 
Median (Min – Max) -8,50 [-34,00-15,00] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.5 Merkmal: Region-2 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym TOI Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 77,15 (18,70) 
Median (Min – Max) 78,50 [32,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 1,47 (12,79) 
Median (Min – Max) -1,00 [-21,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 4,13 (15,56) 
Median (Min – Max) 4,00 [-25,00-35,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,65 (18,92) 
Median (Min – Max) 1,00 [-34,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) -0,63 (19,19) 
Median (Min – Max) 1,00 [-45,00-24,67] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 2,15 (22,16) 
Median (Min – Max) 6,07 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 7,05 (26,67) 
Median (Min – Max) 13,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 13,78 (20,79) 
Median (Min – Max) 11,00 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 7,66 (21,30) 
Median (Min – Max) 15,50 [-30,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 15,66 (23,09) 
Median (Min – Max) 23,00 [-21,00-38,27] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 18,84 (24,74) 
Median (Min – Max) 21,83 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 16,53 (20,86) 
Median (Min – Max) 20,00 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,18 (37,83) 
Median (Min – Max) 19,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -2,58 (19,53) 
Median (Min – Max) -1,50 [-43,00-30,67] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym TOI Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 75 (94,9) 
Mean (SD) 81,64 (18,08) 
Median (Min – Max) 86,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 62 (87,3) 
Mean (SD) -0,55 (12,42) 
Median (Min – Max) 0,50 [-56,00-25,67] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 42 (79,2) 
Mean (SD) -1,00 (15,95) 
Median (Min – Max) -0,50 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 33 (82,5) 
Mean (SD) 1,17 (14,63) 
Median (Min – Max) 3,00 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) -0,69 (12,62) 
Median (Min – Max) -2,57 [-23,00-34,00] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,14 (14,17) 
Median (Min – Max) -2,00 [-19,33-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -1,87 (10,70) 
Median (Min – Max) -2,00 [-19,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -1,21 (11,36) 
Median (Min – Max) -1,00 [-21,74-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,55 (13,22) 
Median (Min – Max) 0,46 [-24,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -4,00 (15,19) 
Median (Min – Max) -1,00 [-30,00-19,00] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,59 (9,46) 
Median (Min – Max) 1,32 [-15,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -1,00 (6,00) 
Median (Min – Max) -1,00 [-7,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,33 (9,07) 
Median (Min – Max) -1,00 [-12,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS05: FACT-Lym TOI - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 51 (64,6) 
Mean (SD) -6,71 (15,73) 
Median (Min – Max) -7,00 [-43,00-32,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym TOI Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 84,46 (19,18) 
Median (Min – Max) 89,00 [55,18-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 4,95 (7,45) 
Median (Min – Max) 1,89 [-4,00-14,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 7,00 (10,10) 
Median (Min – Max) 6,50 [-3,00-18,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) -3,11 (4,40) 
Median (Min – Max) -4,00 [-7,00-1,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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Table LT1FOC_PSHS06: FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -8,27 (7,59) 
Median (Min – Max) -6,04 [-19,00--2,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -6,95 (4,44) 
Median (Min – Max) -6,71 [-11,50--2,62] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -12,54 (13,37) 
Median (Min – Max) -12,54 [-22,00--3,09] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -14,50 (19,09) 
Median (Min – Max) -14,50 [-28,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -17,25 (14,17) 
Median (Min – Max) -19,74 [-30,00--2,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -11,00 (14,14) 
Median (Min – Max) -11,00 [-21,00--1,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -9,68 (11,77) 
Median (Min – Max) -9,68 [-18,00--1,36] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,00 (9,90) 
Median (Min – Max) -8,00 [-15,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -10,64 (13,64) 
Median (Min – Max) -10,64 [-20,29--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -13,76 (22,84) 
Median (Min – Max) -22,20 [-34,00-15,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym TOI Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 77,85 (15,36) 
Median (Min – Max) 82,00 [45,00-96,36] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 3,42 (13,09) 
Median (Min – Max) -0,10 [-23,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -2,35 (22,47) 
Median (Min – Max) 1,00 [-41,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,30 (19,98) 
Median (Min – Max) 1,50 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 1,02 (19,33) 
Median (Min – Max) 0,75 [-23,00-27,00] 



Sobi Page 1558 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS06: FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -4,54 (25,45) 
Median (Min – Max) -11,68 [-31,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,27 (21,74) 
Median (Min – Max) -2,50 [-12,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,19 (24,01) 
Median (Min – Max) -9,00 [-21,74-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,45 (7,29) 
Median (Min – Max) 1,00 [-8,36-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 0,37 (18,43) 
Median (Min – Max) 2,00 [-30,00-28,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym TOI Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 83,44 (15,09) 
Median (Min – Max) 85,00 [57,00-105,67] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -2,74 (8,75) 
Median (Min – Max) -3,00 [-21,00-11,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -10,56 (14,22) 
Median (Min – Max) -10,00 [-31,00-9,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,48 (11,94) 
Median (Min – Max) -1,00 [-13,00-22,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -0,11 (8,27) 
Median (Min – Max) 3,50 [-12,00-8,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -4,25 (14,15) 
Median (Min – Max) -5,50 [-18,00-12,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -4,53 (11,90) 
Median (Min – Max) 3,33 [-19,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,78 (3,29) 
Median (Min – Max) 3,33 [-2,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,17 (5,89) 
Median (Min – Max) 0,17 [-4,00-4,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (52,9) 
Mean (SD) -10,44 (17,63) 
Median (Min – Max) -8,00 [-43,00-20,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym TOI Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 81 (98,8) 
Mean (SD) 79,07 (19,58) 
Median (Min – Max) 82,00 [24,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 66 (91,7) 
Mean (SD) -0,55 (13,39) 
Median (Min – Max) -0,50 [-56,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 3,65 (13,98) 
Median (Min – Max) 4,00 [-25,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 36 (85,7) 
Mean (SD) 4,35 (17,35) 
Median (Min – Max) 4,50 [-34,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) -0,12 (16,69) 
Median (Min – Max) -2,00 [-45,00-34,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 5,00 (17,42) 
Median (Min – Max) 6,07 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 4,82 (20,12) 
Median (Min – Max) 7,92 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) 12,19 (13,58) 
Median (Min – Max) 7,14 [-6,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 8,87 (15,13) 
Median (Min – Max) 9,00 [-24,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 7,70 (22,00) 
Median (Min – Max) 9,00 [-30,00-38,27] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 17,20 (21,84) 
Median (Min – Max) 16,92 [-15,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 15,94 (16,92) 
Median (Min – Max) 15,00 [-7,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 17,21 (28,50) 
Median (Min – Max) 12,75 [-12,00-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS06: FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (72,0) 
Mean (SD) -4,46 (16,50) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FOC_PSHS07: FACT-Lym TOI - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.7 Merkmal: Bulky Erkrankung 
 FACT-Lym TOI - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym TOI Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 121 (96,0) 
Mean (SD) 80,02 (18,45) 
Median (Min – Max) 83,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 102 (90,3) 
Mean (SD) 0,21 (12,60) 
Median (Min – Max) 0,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 73 (85,9) 
Mean (SD) 1,18 (15,88) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 57 (86,4) 
Mean (SD) 2,93 (16,58) 
Median (Min – Max) 3,00 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 43 (87,8) 
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Table LT1FOC_PSHS07: FACT-Lym TOI - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,67 (15,49) 
Median (Min – Max) -2,00 [-45,00-34,00] 
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Table LT1FOC_PSHS07: FACT-Lym TOI - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 32 (88,9) 
Mean (SD) 0,93 (18,08) 
Median (Min – Max) -0,21 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) 1,64 (18,74) 
Median (Min – Max) 0,75 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 5,22 (17,37) 
Median (Min – Max) 3,33 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 2,68 (15,81) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 4,19 (20,55) 
Median (Min – Max) 2,50 [-30,00-38,27] 



Sobi Page 1569 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS07: FACT-Lym TOI - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 9,76 (21,35) 
Median (Min – Max) 6,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 9,96 (18,48) 
Median (Min – Max) 7,50 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 7,92 (27,05) 
Median (Min – Max) 2,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS07: FACT-Lym TOI - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 86 (68,3) 
Mean (SD) -4,86 (17,47) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.8 Merkmal: Double/Triple-Hit 
 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym TOI Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 72,61 (17,03) 
Median (Min – Max) 71,50 [43,33-104,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 4,70 (12,92) 
Median (Min – Max) 2,50 [-20,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 13,12 (15,13) 
Median (Min – Max) 12,67 [-12,00-35,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 21,39 (21,47) 
Median (Min – Max) 16,33 [1,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 5,93 (22,36) 
Median (Min – Max) 21,00 [-19,00-24,67] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 13,89 (23,69) 
Median (Min – Max) 23,00 [-13,00-31,67] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 21,25 (5,69) 
Median (Min – Max) 20,00 [16,29-27,45] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 28,33 (9,02) 
Median (Min – Max) 24,33 [22,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 24,48 (1,14) 
Median (Min – Max) 24,48 [23,67-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 33,66 (6,52) 
Median (Min – Max) 33,66 [29,05-38,27] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 39,19 (14,41) 
Median (Min – Max) 39,19 [29,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 33,83 (9,66) 
Median (Min – Max) 33,83 [27,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 55,33 (NE) 
Median (Min – Max) 55,33 [55,33-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -1,72 (26,50) 
Median (Min – Max) 7,00 [-43,00-30,67] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym TOI Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 111 (95,7) 
Mean (SD) 80,75 (18,42) 
Median (Min – Max) 84,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 93 (89,4) 
Mean (SD) -0,29 (12,46) 
Median (Min – Max) -0,20 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 65 (83,3) 
Mean (SD) -0,29 (15,45) 
Median (Min – Max) 0,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 0,51 (14,66) 
Median (Min – Max) 1,33 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -1,53 (14,55) 
Median (Min – Max) -2,29 [-45,00-34,00] 



Sobi Page 1576 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,41 (17,37) 
Median (Min – Max) -2,00 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,72 (18,40) 
Median (Min – Max) -1,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 1,36 (15,34) 
Median (Min – Max) 1,50 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,26 (14,74) 
Median (Min – Max) 0,46 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,70 (16,73) 
Median (Min – Max) 0,50 [-30,00-23,00] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,35 (14,21) 
Median (Min – Max) 4,00 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 2,00 (12,46) 
Median (Min – Max) 2,00 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,56 (15,50) 
Median (Min – Max) -1,00 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS08: FACT-Lym TOI - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (67,2) 
Mean (SD) -5,38 (16,26) 
Median (Min – Max) -5,50 [-43,00-32,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.9 Merkmal: Transformation des DLBCL 
 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym TOI Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 80,95 (19,30) 
Median (Min – Max) 87,00 [45,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) -2,16 (18,06) 
Median (Min – Max) -1,10 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -1,37 (15,71) 
Median (Min – Max) 0,00 [-29,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 1,27 (15,62) 
Median (Min – Max) 3,00 [-27,00-24,83] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,60 (12,27) 
Median (Min – Max) -5,50 [-20,00-23,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,06 (18,90) 
Median (Min – Max) 3,00 [-6,71-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,38 (19,32) 
Median (Min – Max) 1,00 [-7,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 9,50 (20,37) 
Median (Min – Max) 0,00 [-2,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -8,33 (13,65) 
Median (Min – Max) -2,00 [-24,00-1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -9,67 (17,67) 
Median (Min – Max) -1,00 [-30,00-2,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,45 (10,66) 
Median (Min – Max) -1,36 [-15,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,00 (6,00) 
Median (Min – Max) -1,00 [-7,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,33 (9,07) 
Median (Min – Max) -1,00 [-12,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) -6,59 (20,44) 
Median (Min – Max) -6,00 [-43,00-32,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym TOI Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 102 (96,2) 
Mean (SD) 79,59 (18,27) 
Median (Min – Max) 82,00 [24,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 85 (89,5) 
Mean (SD) 0,85 (10,94) 
Median (Min – Max) 0,00 [-30,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 60 (85,7) 
Mean (SD) 1,73 (16,00) 
Median (Min – Max) 1,50 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 47 (87,0) 
Mean (SD) 2,99 (16,90) 
Median (Min – Max) 1,67 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 33 (84,6) 
Mean (SD) 0,22 (16,41) 
Median (Min – Max) 0,83 [-45,00-34,00] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 27 (87,1) 
Mean (SD) -0,57 (17,88) 
Median (Min – Max) -2,62 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 0,39 (18,81) 
Median (Min – Max) 0,50 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
Mean (SD) 4,21 (17,13) 
Median (Min – Max) 4,00 [-28,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 4,62 (15,71) 
Median (Min – Max) 4,33 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 8,81 (20,16) 
Median (Min – Max) 9,00 [-21,00-38,27] 
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Table LT1FOC_PSHS09: FACT-Lym TOI - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 16,37 (22,95) 
Median (Min – Max) 16,92 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 16,53 (20,86) 
Median (Min – Max) 20,00 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 18,18 (37,83) 
Median (Min – Max) 19,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 71 (67,0) 
Mean (SD) -4,64 (16,81) 
Median (Min – Max) -5,00 [-43,00-30,67] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym TOI Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 82,62 (16,69) 
Median (Min – Max) 86,33 [47,05-107,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,01 (11,36) 
Median (Min – Max) 0,00 [-21,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) 1,27 (16,00) 
Median (Min – Max) 2,00 [-31,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 22 (81,5) 
Mean (SD) 1,94 (15,13) 
Median (Min – Max) -0,50 [-27,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 1,11 (15,05) 
Median (Min – Max) 2,42 [-23,00-27,00] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 4,29 (15,89) 
Median (Min – Max) 4,21 [-18,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 3,01 (17,87) 
Median (Min – Max) 4,00 [-22,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 4,81 (17,85) 
Median (Min – Max) 4,50 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -2,73 (15,49) 
Median (Min – Max) 0,46 [-30,00-19,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,67 (22,03) 
Median (Min – Max) 3,00 [-21,00-23,00] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 2,61 (19,95) 
Median (Min – Max) 4,00 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (24,75) 
Median (Min – Max) 2,50 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,39 (28,13) 
Median (Min – Max) -0,39 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (74,4) 
Mean (SD) -5,76 (18,84) 
Median (Min – Max) -4,86 [-43,00-28,00] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym TOI Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 83,87 (14,71) 
Median (Min – Max) 84,00 [50,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -1,08 (8,98) 
Median (Min – Max) 1,00 [-23,00-17,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -2,35 (16,76) 
Median (Min – Max) 0,00 [-41,00-25,33] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,12 (14,05) 
Median (Min – Max) -1,00 [-37,00-15,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -2,86 (6,75) 
Median (Min – Max) -3,25 [-14,83-6,00] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -5,96 (8,87) 
Median (Min – Max) -8,25 [-16,36-6,07] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,83 (8,81) 
Median (Min – Max) -2,00 [-2,50-13,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,74 (11,61) 
Median (Min – Max) -1,00 [-12,21-11,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,55 (10,41) 
Median (Min – Max) -2,00 [-8,36-12,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,00 (14,14) 
Median (Min – Max) -1,00 [-11,00-9,00] 
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Table LT1FOC_PSHS10: FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 12,00 (NE) 
Median (Min – Max) 12,00 [12,00-12,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -5,58 (14,92) 
Median (Min – Max) -6,00 [-34,00-28,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym TOI Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 72 (94,7) 
Mean (SD) 80,78 (17,74) 
Median (Min – Max) 84,00 [32,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 61 (88,4) 
Mean (SD) 1,50 (11,96) 
Median (Min – Max) 0,00 [-23,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 50 (87,7) 
Mean (SD) 1,11 (17,56) 
Median (Min – Max) 0,50 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 2,86 (15,83) 
Median (Min – Max) 3,00 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,53 (14,96) 
Median (Min – Max) 2,50 [-45,00-27,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) -1,22 (18,72) 
Median (Min – Max) -0,21 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 0,28 (18,93) 
Median (Min – Max) 0,50 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 4,31 (15,04) 
Median (Min – Max) 2,00 [-21,74-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 3,17 (13,29) 
Median (Min – Max) 1,00 [-24,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,67 (18,72) 
Median (Min – Max) 2,00 [-30,00-29,05] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 7,41 (15,92) 
Median (Min – Max) 5,00 [-15,00-29,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 8,80 (14,29) 
Median (Min – Max) 5,00 [-7,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,13 (13,19) 
Median (Min – Max) 2,50 [-12,00-19,50] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 47 (61,8) 
Mean (SD) -2,31 (18,64) 
Median (Min – Max) -3,00 [-40,00-32,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym TOI Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 79,23 (19,98) 
Median (Min – Max) 82,50 [24,00-107,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) -1,86 (10,12) 
Median (Min – Max) 0,00 [-30,00-13,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -1,23 (9,21) 
Median (Min – Max) 1,00 [-29,00-9,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -0,04 (9,50) 
Median (Min – Max) 1,00 [-20,00-12,71] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,08 (16,46) 
Median (Min – Max) -4,00 [-23,00-34,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 6,77 (14,08) 
Median (Min – Max) 6,07 [-7,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 6,89 (15,07) 
Median (Min – Max) 6,83 [-12,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 8,54 (13,98) 
Median (Min – Max) 9,07 [-9,00-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,74 (16,70) 
Median (Min – Max) 1,00 [-19,74-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 9,00 (NE) 
Median (Min – Max) 9,00 [9,00-9,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 12,00 (NE) 
Median (Min – Max) 12,00 [12,00-12,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 10,00 (NE) 
Median (Min – Max) 10,00 [10,00-10,00] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -9,64 (15,17) 
Median (Min – Max) -7,02 [-43,00-15,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym TOI Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 76,90 (15,57) 
Median (Min – Max) 72,17 [60,00-102,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -6,53 (26,05) 
Median (Min – Max) 1,08 [-56,00-14,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 3,39 (13,46) 
Median (Min – Max) 9,17 [-12,00-13,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -7,21 (18,34) 
Median (Min – Max) -9,50 [-27,00-17,17] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -19,50 (0,71) 
Median (Min – Max) -19,50 [-20,00--19,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,50 (NE) 
Median (Min – Max) -11,50 [-11,50--11,50] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -22,00 (NE) 
Median (Min – Max) -22,00 [-22,00--22,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -28,00 (NE) 
Median (Min – Max) -28,00 [-28,00--28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -30,00 (NE) 
Median (Min – Max) -30,00 [-30,00--30,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -21,00 (NE) 
Median (Min – Max) -21,00 [-21,00--21,00] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -18,00 (NE) 
Median (Min – Max) -18,00 [-18,00--18,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -15,00 (NE) 
Median (Min – Max) -15,00 [-15,00--15,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -20,29 (NE) 
Median (Min – Max) -20,29 [-20,29--20,29] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) -8,67 (19,77) 
Median (Min – Max) -16,00 [-23,00-20,33] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym TOI Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 76,43 (18,41) 
Median (Min – Max) 82,00 [50,00-103,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,06 (5,19) 
Median (Min – Max) 6,00 [-4,52-7,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,00 (1,41) 
Median (Min – Max) 6,00 [5,00-7,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,00 (0,00) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,50 (NE) 
Median (Min – Max) -3,50 [-3,50--3,50] 
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Table LT1FOC_PSHS11: FACT-Lym TOI - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -5,34 (8,46) 
Median (Min – Max) -4,71 [-17,00-4,04] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.12 Merkmal: Primärdiagnose 
 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym TOI Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 108 (96,4) 
Mean (SD) 80,61 (18,15) 
Median (Min – Max) 83,50 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 92 (91,1) 
Mean (SD) 0,10 (12,36) 
Median (Min – Max) 0,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 65 (83,3) 
Mean (SD) 0,13 (15,80) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 0,93 (14,76) 
Median (Min – Max) 2,33 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,53 (14,55) 
Median (Min – Max) -2,29 [-45,00-34,00] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,41 (17,37) 
Median (Min – Max) -2,00 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,72 (18,40) 
Median (Min – Max) -1,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 1,36 (15,34) 
Median (Min – Max) 1,50 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 0,26 (14,74) 
Median (Min – Max) 0,46 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -1,70 (16,73) 
Median (Min – Max) 0,50 [-30,00-23,00] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,35 (14,21) 
Median (Min – Max) 4,00 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 2,00 (12,46) 
Median (Min – Max) 2,00 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -1,56 (15,50) 
Median (Min – Max) -1,00 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 75 (67,0) 
Mean (SD) -5,09 (16,51) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym TOI Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 77,03 (17,93) 
Median (Min – Max) 75,00 [43,33-104,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 2,36 (15,32) 
Median (Min – Max) 0,00 [-20,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 15,27 (12,61) 
Median (Min – Max) 12,67 [3,64-35,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 22,67 (23,75) 
Median (Min – Max) 17,67 [1,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,93 (22,36) 
Median (Min – Max) 21,00 [-19,00-24,67] 
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Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 13,89 (23,69) 
Median (Min – Max) 23,00 [-13,00-31,67] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 21,25 (5,69) 
Median (Min – Max) 20,00 [16,29-27,45] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 28,33 (9,02) 
Median (Min – Max) 24,33 [22,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 24,48 (1,14) 
Median (Min – Max) 24,48 [23,67-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 33,66 (6,52) 
Median (Min – Max) 33,66 [29,05-38,27] 



Sobi Page 1614 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS12: FACT-Lym TOI - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 39,19 (14,41) 
Median (Min – Max) 39,19 [29,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 33,83 (9,66) 
Median (Min – Max) 33,83 [27,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 55,33 (NE) 
Median (Min – Max) 55,33 [55,33-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -5,81 (26,47) 
Median (Min – Max) -17,00 [-43,00-30,67] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym TOI Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 83,06 (17,88) 
Median (Min – Max) 83,50 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 46 (88,5) 
Mean (SD) -1,51 (10,62) 
Median (Min – Max) -0,60 [-30,00-26,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 29 (76,3) 
Mean (SD) -3,14 (16,19) 
Median (Min – Max) -3,00 [-31,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) 1,67 (14,35) 
Median (Min – Max) 3,00 [-34,00-23,70] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,32 (17,09) 
Median (Min – Max) -0,58 [-45,00-34,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -4,63 (18,80) 
Median (Min – Max) -4,67 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -4,99 (18,39) 
Median (Min – Max) -2,50 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 0,17 (12,84) 
Median (Min – Max) 1,00 [-21,74-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,97 (15,02) 
Median (Min – Max) 1,00 [-24,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -1,40 (17,78) 
Median (Min – Max) 2,00 [-30,00-19,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -1,59 (9,46) 
Median (Min – Max) 1,32 [-15,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -1,00 (6,00) 
Median (Min – Max) -1,00 [-7,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,33 (9,07) 
Median (Min – Max) -1,00 [-12,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 37 (62,7) 
Mean (SD) -10,08 (16,57) 
Median (Min – Max) -10,00 [-43,00-28,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym TOI Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 79,40 (16,41) 
Median (Min – Max) 82,00 [49,00-104,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 26 (86,7) 
Mean (SD) -0,45 (16,35) 
Median (Min – Max) -0,50 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 4,85 (14,45) 
Median (Min – Max) 2,50 [-25,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,09 (17,07) 
Median (Min – Max) -3,00 [-27,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -2,25 (18,45) 
Median (Min – Max) -5,25 [-23,00-27,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,72 (20,00) 
Median (Min – Max) -1,33 [-13,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 11,75 (23,64) 
Median (Min – Max) 9,00 [-12,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 8,75 (21,61) 
Median (Min – Max) 2,00 [-9,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,00 (11,36) 
Median (Min – Max) 1,00 [-2,00-19,00] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,00 (24,04) 
Median (Min – Max) 6,00 [-11,00-23,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 21,83 (NE) 
Median (Min – Max) 21,83 [21,83-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,00 (NE) 
Median (Min – Max) 20,00 [20,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 19,50 (NE) 
Median (Min – Max) 19,50 [19,50-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -1,42 (18,01) 
Median (Min – Max) -2,00 [-43,00-28,00] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym TOI Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 75,26 (19,98) 
Median (Min – Max) 78,00 [32,00-105,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 3,35 (11,40) 
Median (Min – Max) 1,00 [-23,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 26 (96,3) 
Mean (SD) 3,45 (15,95) 
Median (Min – Max) 4,42 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 5,68 (18,55) 
Median (Min – Max) 4,00 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,76 (11,99) 
Median (Min – Max) -2,00 [-19,00-24,67] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 6,96 (14,27) 
Median (Min – Max) 7,54 [-12,00-31,67] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 8,17 (14,21) 
Median (Min – Max) 9,00 [-22,00-27,45] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 9,13 (20,39) 
Median (Min – Max) 9,00 [-28,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 4,16 (20,78) 
Median (Min – Max) 5,00 [-30,00-25,29] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,06 (25,10) 
Median (Min – Max) 9,00 [-21,00-38,27] 
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Table LT1FOC_PSHS13: FACT-Lym TOI - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,10 (28,51) 
Median (Min – Max) 20,50 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 15,67 (23,99) 
Median (Min – Max) 18,50 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 17,52 (53,47) 
Median (Min – Max) 17,52 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 29 (74,4) 
Mean (SD) -1,12 (16,96) 
Median (Min – Max) -1,00 [-34,00-32,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym TOI Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 89 (96,7) 
Mean (SD) 80,59 (18,34) 
Median (Min – Max) 83,00 [24,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 77 (89,5) 
Mean (SD) 0,55 (13,62) 
Median (Min – Max) 0,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 55 (83,3) 
Mean (SD) 0,42 (16,90) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 43 (87,8) 
Mean (SD) 0,72 (16,14) 
Median (Min – Max) 3,00 [-37,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 31 (91,2) 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,04 (15,99) 
Median (Min – Max) -2,57 [-45,00-34,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 1,88 (18,23) 
Median (Min – Max) 0,50 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 0,32 (20,14) 
Median (Min – Max) 2,17 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 2,96 (17,51) 
Median (Min – Max) 3,33 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,20 (16,76) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -1,29 (20,11) 
Median (Min – Max) 2,00 [-30,00-23,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 1,37 (17,29) 
Median (Min – Max) 6,00 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 2,60 (13,83) 
Median (Min – Max) 5,00 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,70 (17,89) 
Median (Min – Max) -3,00 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (64,1) 
Mean (SD) -4,19 (17,59) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym TOI Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 81,87 (17,95) 
Median (Min – Max) 83,00 [47,05-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -2,15 (8,03) 
Median (Min – Max) -0,10 [-20,00-14,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,32 (9,79) 
Median (Min – Max) -1,50 [-17,00-18,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,04 (7,61) 
Median (Min – Max) 1,67 [-11,00-12,71] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) -4,00 (9,30) 
Median (Min – Max) -2,00 [-20,00-3,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -6,84 (17,31) 
Median (Min – Max) -2,57 [-31,00-8,79] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,82 (1,11) 
Median (Min – Max) -1,38 [-3,09--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,05 (6,63) 
Median (Min – Max) -1,00 [-6,00-7,14] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,36 (1,11) 
Median (Min – Max) -2,00 [-2,00--0,07] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -5,50 (6,36) 
Median (Min – Max) -5,50 [-10,00--1,00] 
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Table LT1FOC_PSHS14: FACT-Lym TOI - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,36 (NE) 
Median (Min – Max) -1,36 [-1,36--1,36] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -10,08 (14,42) 
Median (Min – Max) -9,00 [-43,00-15,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym TOI Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 80,62 (18,56) 
Median (Min – Max) 86,00 [24,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) -1,67 (14,58) 
Median (Min – Max) -1,00 [-56,00-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 26 (81,3) 
Mean (SD) -1,42 (17,29) 
Median (Min – Max) 1,00 [-41,00-27,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 20 (80,0) 
Mean (SD) 0,02 (16,10) 
Median (Min – Max) 3,00 [-37,00-23,70] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,52 (15,19) 
Median (Min – Max) 1,42 [-20,00-34,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 3,85 (16,25) 
Median (Min – Max) 4,21 [-19,33-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 2,14 (15,07) 
Median (Min – Max) -1,00 [-22,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,92 (17,84) 
Median (Min – Max) 2,00 [-28,00-25,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 3,25 (18,53) 
Median (Min – Max) 6,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -2,25 (18,90) 
Median (Min – Max) -3,50 [-30,00-23,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,97 (17,18) 
Median (Min – Max) 4,00 [-18,00-21,83] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 2,00 (15,90) 
Median (Min – Max) 1,50 [-15,00-20,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,26 (20,99) 
Median (Min – Max) -12,00 [-20,29-19,50] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 24 (60,0) 
Mean (SD) -8,42 (16,04) 
Median (Min – Max) -9,42 [-43,00-20,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym TOI Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 71 (94,7) 
Mean (SD) 79,69 (18,65) 
Median (Min – Max) 82,00 [32,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 57 (89,1) 
Mean (SD) 0,30 (11,46) 
Median (Min – Max) -1,00 [-30,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 37 (86,0) 
Mean (SD) -0,54 (13,09) 
Median (Min – Max) -1,00 [-26,36-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 1,37 (13,89) 
Median (Min – Max) 2,33 [-34,00-26,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
Mean (SD) -2,77 (14,77) 
Median (Min – Max) -2,79 [-45,00-23,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,12 (17,98) 
Median (Min – Max) -2,31 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) -0,57 (22,12) 
Median (Min – Max) 2,17 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 3,83 (14,21) 
Median (Min – Max) 2,17 [-12,21-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -3,48 (7,59) 
Median (Min – Max) -1,04 [-19,74-4,33] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (2,12) 
Median (Min – Max) 0,50 [-1,00-2,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,32 (5,20) 
Median (Min – Max) 2,32 [-1,36-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,00 (4,24) 
Median (Min – Max) 2,00 [-1,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS15: FACT-Lym TOI - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (73,3) 
Mean (SD) -4,29 (16,26) 
Median (Min – Max) -5,00 [-40,00-32,00] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym TOI Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 82,32 (17,92) 
Median (Min – Max) 84,50 [47,05-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,33 (7,51) 
Median (Min – Max) -0,20 [-16,00-14,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,38 (10,16) 
Median (Min – Max) -1,00 [-17,00-18,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,71 (8,15) 
Median (Min – Max) 1,00 [-11,00-15,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,00 (12,04) 
Median (Min – Max) -3,00 [-20,00-14,00] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -10,23 (16,42) 
Median (Min – Max) -9,36 [-31,00-8,79] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,24 (1,21) 
Median (Min – Max) -2,24 [-3,09--1,38] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,07 (5,76) 
Median (Min – Max) 3,07 [-1,00-7,14] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,04 (1,36) 
Median (Min – Max) -1,04 [-2,00--0,07] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,36 (NE) 
Median (Min – Max) -1,36 [-1,36--1,36] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -7,55 (13,24) 
Median (Min – Max) -6,05 [-30,00-15,00] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym TOI Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 100 (96,2) 
Mean (SD) 79,78 (18,48) 
Median (Min – Max) 82,50 [24,00-108,83] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 86 (89,6) 
Mean (SD) 0,74 (13,26) 
Median (Min – Max) 0,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 62 (84,9) 
Mean (SD) 1,05 (16,68) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 48 (87,3) 
Mean (SD) 2,54 (17,77) 
Median (Min – Max) 3,50 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,94 (15,81) 
Median (Min – Max) -2,00 [-45,00-34,00] 



Sobi Page 1647 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 2,53 (18,00) 
Median (Min – Max) 2,29 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,36 (19,61) 
Median (Min – Max) 1,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 4,39 (18,17) 
Median (Min – Max) 2,67 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,79 (16,20) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 2,23 (20,98) 
Median (Min – Max) 2,50 [-30,00-38,27] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 8,60 (22,88) 
Median (Min – Max) 6,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 8,94 (19,86) 
Median (Min – Max) 7,50 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 9,71 (29,84) 
Median (Min – Max) 6,00 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS16: FACT-Lym TOI - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 65 (62,5) 
Mean (SD) -4,38 (17,77) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym TOI Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 81,50 (18,95) 
Median (Min – Max) 84,00 [53,00-104,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 6,17 (20,68) 
Median (Min – Max) 3,00 [-20,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 10,00 (23,69) 
Median (Min – Max) 14,00 [-21,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 12,71 (12,66) 
Median (Min – Max) 13,50 [-1,00-24,83] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 17,33 (8,14) 
Median (Min – Max) 21,00 [8,00-23,00] 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 25,33 (14,64) 
Median (Min – Max) 23,00 [12,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 21,67 (18,56) 
Median (Min – Max) 20,00 [4,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 22,00 (18,00) 
Median (Min – Max) 22,00 [4,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
 
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -0,67 (23,84) 
Median (Min – Max) 4,00 [-43,00-22,00] 



Sobi Page 1653 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FOC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:19 

 
Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym TOI Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 117 (95,9) 
Mean (SD) 79,73 (18,43) 
Median (Min – Max) 82,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 99 (90,0) 
Mean (SD) -0,08 (11,97) 
Median (Min – Max) 0,00 [-56,00-27,50] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 69 (84,1) 
Mean (SD) 0,67 (15,41) 
Median (Min – Max) 1,00 [-41,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 54 (85,7) 
Mean (SD) 1,92 (16,65) 
Median (Min – Max) 2,33 [-37,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) -2,02 (15,11) 
Median (Min – Max) -2,79 [-45,00-34,00] 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 29 (87,9) 
Mean (SD) -1,59 (16,62) 
Median (Min – Max) -2,62 [-38,00-33,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,77 (17,61) 
Median (Min – Max) -1,00 [-58,00-28,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 2,42 (16,08) 
Median (Min – Max) 1,50 [-28,00-38,67] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 3,03 (16,17) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 4,19 (20,55) 
Median (Min – Max) 2,50 [-30,00-38,27] 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 9,76 (21,35) 
Median (Min – Max) 6,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 9,96 (18,48) 
Median (Min – Max) 7,50 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 7,92 (27,05) 
Median (Min – Max) 2,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS17: FACT-Lym TOI - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Prior use of 
T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 81 (66,4) 
Mean (SD) -5,32 (17,00) 
Median (Min – Max) -6,00 [-43,00-32,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

3.12.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym TOI Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 82,72 (17,30) 
Median (Min – Max) 84,00 [43,00-107,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 1,75 (8,56) 
Median (Min – Max) 1,17 [-23,00-17,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -1,11 (13,54) 
Median (Min – Max) 0,00 [-41,00-18,00] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,88 (13,88) 
Median (Min – Max) 2,33 [-37,00-15,00] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,83 (10,04) 
Median (Min – Max) -3,00 [-23,00-14,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -4,75 (10,01) 
Median (Min – Max) -2,00 [-18,00-3,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -4,93 (10,29) 
Median (Min – Max) -2,00 [-19,00-5,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,17 (5,11) 
Median (Min – Max) -1,50 [-9,00-3,33] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,11 (3,17) 
Median (Min – Max) 1,00 [-2,00-4,33] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,00 (NE) 
Median (Min – Max) -11,00 [-11,00--11,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -7,21 (14,68) 
Median (Min – Max) -10,00 [-34,00-15,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym TOI Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 93 (94,9) 
Mean (SD) 78,85 (18,74) 
Median (Min – Max) 82,00 [24,00-110,00] 
 
FACT-Lym TOI - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 77 (87,5) 
Mean (SD) -0,26 (13,73) 
Median (Min – Max) -1,00 [-56,00-35,00] 
 
FACT-Lym TOI - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 54 (83,1) 
Mean (SD) 1,98 (16,67) 
Median (Min – Max) 1,50 [-31,00-36,67] 
 
FACT-Lym TOI - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 42 (84,0) 
Mean (SD) 4,40 (17,30) 
Median (Min – Max) 3,50 [-34,00-62,67] 
 
FACT-Lym TOI - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 32 (84,2) 
Mean (SD) -0,26 (17,09) 
Median (Min – Max) -2,00 [-45,00-34,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym TOI - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 1,74 (18,94) 
Median (Min – Max) -0,21 [-38,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 3,06 (19,99) 
Median (Min – Max) 1,00 [-58,00-41,00] 
 
FACT-Lym TOI - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 6,95 (18,85) 
Median (Min – Max) 5,00 [-28,00-40,00] 
 
FACT-Lym TOI - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 2,96 (17,18) 
Median (Min – Max) 1,00 [-30,00-25,50] 
 
FACT-Lym TOI - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 5,57 (20,96) 
Median (Min – Max) 3,00 [-30,00-38,27] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym TOI - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 9,76 (21,35) 
Median (Min – Max) 6,00 [-18,00-49,38] 
 
FACT-Lym TOI - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 9,96 (18,48) 
Median (Min – Max) 7,50 [-15,00-40,67] 
 
FACT-Lym TOI - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 7,92 (27,05) 
Median (Min – Max) 2,50 [-20,29-55,33] 
 
FACT-Lym TOI - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym TOI - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,00 (NE) 
Median (Min – Max) 2,00 [2,00-2,00] 
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Table LT1FOC_PSHS18: FACT-Lym TOI - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. TOI = trial outcome index 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym TOI - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym TOI - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 66 (67,3) 
Mean (SD) -4,30 (18,25) 
Median (Min – Max) -5,00 [-43,00-32,00] 
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Table LT1FGD_PSTS01: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13 Subgruppenanalysen zum FACT-Lym – FACT-G Gesamtscore (Zeit bis zur Verschlechterung) 

3.13.1 Merkmal Alter 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 12 (21,1) 
95%-CI [11,4-33,9] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [61,5-88,1] 
Month 6 68,0 [47,4-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS01: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 16 (30,2) 
95%-CI [18,3-44,3] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 5,78[3,32-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [51,0-82,5] 
Month 6 47,6 [25,7-66,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS01: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 5 (25,0) 
95%-CI [8,7-49,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [57,9-94,5] 
Month 6 66,1 [34,7-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS02: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 11 (20,8) 
95%-CI [10,8-34,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[5,78-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [67,7-92,6] 
Month 6 67,9 [47,3-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS02: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 22 (28,6) 
95%-CI [18,8-40,0] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 6,05[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [55,4-80,6] 
Month 6 54,0 [35,6-69,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS03: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 28 (24,3) 
95%-CI [16,8-33,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [66,4-85,1] 
Month 6 60,8 [46,2-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS03: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,4 [33,6-86,7] 
Month 6 53,9 [19,9-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS04: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 13 (25,5) 
95%-CI [14,3-39,6] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [59,9-88,5] 
Month 6 64,3 [43,3-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS04: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,5 [47,2-87,1] 
Month 6 65,2 [38,6-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS04: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 11 (22,9) 
95%-CI [12,0-37,3] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [62,9-90,2] 
Month 6 56,0 [31,2-74,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS05: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 13 (25,5) 
95%-CI [14,3-39,6] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [59,9-88,5] 
Month 6 64,3 [43,3-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS05: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 20 (25,3) 
95%-CI [16,2-36,4] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,7 [61,2-84,2] 
Month 6 57,5 [39,8-71,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS06: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[3,32-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 62,5 [14,2-89,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS06: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [54,0-96,3] 
Month 6 53,7 [14,6-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS06: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 4 (23,5) 
95%-CI [6,8-49,9] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[0,72-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 72,0 [41,2-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS06: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 22 (26,8) 
95%-CI [17,6-37,8] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [56,2-80,8] 
Month 6 57,3 [40,2-71,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS07: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.13.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 32 (25,4) 
95%-CI [18,1-33,9] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [66,0-83,9] 
Month 6 60,2 [46,7-71,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS08: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 6 (42,9) 
95%-CI [17,7-71,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 4,44[0,92-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,6 [39,8-91,1] 
Month 6 44,8 [11,7-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS08: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 27 (23,3) 
95%-CI [15,9-32,0] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[5,78-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [64,7-83,9] 
Month 6 61,6 [47,1-73,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS09: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 8 (33,3) 
95%-CI [15,6-55,3] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 5,78[2,83-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,5 [44,9-87,9] 
Month 6 41,9 [13,2-68,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 1685 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:42:54 

 
Table LT1FGD_PSTS09: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 25 (23,6) 
95%-CI [15,9-32,8] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,6 [65,0-84,8] 
Month 6 64,3 [49,8-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS10: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[3,71-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [54,9-84,5] 
Month 6 68,7 [50,0-81,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS10: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [47,0-90,4] 
Month 6 66,4 [35,4-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS11: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 18 (23,7) 
95%-CI [14,7-34,8] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,7 [65,1-87,5] 
Month 6 61,5 [43,6-75,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS11: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 11 (32,4) 
95%-CI [17,4-50,5] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [47,1-83,5] 
Month 6 51,3 [27,9-70,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS11: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FGD_PSTS11: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FGD_PSTS12: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Primary disease 

diagnosis 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 27 (24,1) 
95%-CI [16,5-33,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[5,78-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [64,8-83,9] 
Month 6 61,6 [47,2-73,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS12: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Primary disease 

diagnosis 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 6 (54,5) 
95%-CI [23,4-83,3] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 4,44[0,92-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,3 [31,2-89,1] 
Month 6 41,6 [10,4-71,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS13: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,7 [57,8-84,4] 
Month 6 56,2 [36,0-72,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS13: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 7 (21,9) 
95%-CI [9,3-40,0] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [52,9-90,4] 
Month 6 51,7 [18,9-77,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS13: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 10 (25,6) 
95%-CI [13,0-42,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,73-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,9 [58,5-90,0] 
Month 6 68,5 [45,6-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS14: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - 

first line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 23 (25,0) 
95%-CI [16,6-35,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,8 [62,0-83,8] 
Month 6 59,3 [42,8-72,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS14: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - 

first line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 6 (27,3) 
95%-CI [10,7-50,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[1,64-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,1 [44,9-87,5] 
Month 6 61,8 [31,5-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS15: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - last 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 12 (30,0) 
95%-CI [16,6-46,5] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,44-10,64] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [58,0-88,9] 
Month 6 53,1 [29,0-72,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FGD_PSTS15: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - last 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 17 (22,7) 
95%-CI [13,8-33,8] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,3 [57,1-82,9] 
Month 6 63,3 [46,8-76,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 1701 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:42:54 

 
Table LT1FGD_PSTS16: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - any 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 6 (27,3) 
95%-CI [10,7-50,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[1,64-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,4 [45,3-87,6] 
Month 6 62,0 [31,7-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 1702 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:42:54 

 
Table LT1FGD_PSTS16: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Response category - any 

line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 25 (24,0) 
95%-CI [16,2-33,4] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [65,5-85,4] 
Month 6 59,2 [43,8-71,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS17: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Prior use of T-CART 

therapy 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FGD_PSTS17: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Prior use of T-CART 

therapy 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 31 (25,4) 
95%-CI [18,0-34,1] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[4,99-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [65,5-84,0] 
Month 6 58,6 [44,3-70,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 1705 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:42:54 

 
Table LT1FGD_PSTS18: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.13.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 9 (28,1) 
95%-CI [13,7-46,7] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median NE[2,83-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,6 [42,0-81,4] 
Month 6 54,6 [26,9-75,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGD_PSTS18: Time to first decrease in FACT-Lym FACT-G total score by at least 17 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym FACT-G total score by at 
least 17 points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 24 (24,5) 
95%-CI [16,4-34,2] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points in months [95%-CI] 

 

Median 10,64[5,78-NE] 
FACT-Lym FACT-G total score - Time to decrease by at least 17 
points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [68,2-87,4] 
Month 6 61,8 [46,3-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14 Subgruppenanalysen zum FACT-Lym – FACT-G Gesamtscore (Veränderung gegenüber Studienbeginn) 

3.14.1 Merkmal Alter 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 56 (98,2) 
Mean (SD) 71,94 (15,09) 
Median (Min – Max) 74,25 [35,00-99,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 46 (93,9) 
Mean (SD) 1,51 (9,00) 
Median (Min – Max) 1,92 [-20,67-22,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 35 (94,6) 
Mean (SD) -2,58 (13,62) 
Median (Min – Max) -3,00 [-38,50-30,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 1,88 (10,86) 
Median (Min – Max) 2,92 [-28,27-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) -1,74 (9,85) 
Median (Min – Max) 0,42 [-26,60-11,50] 



Sobi Page 1709 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:59 

 
Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 0,51 (11,66) 
Median (Min – Max) 0,58 [-21,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,42 (11,09) 
Median (Min – Max) -1,17 [-17,10-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 3,75 (15,34) 
Median (Min – Max) 0,50 [-19,50-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,94 (9,30) 
Median (Min – Max) -3,37 [-5,67-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -3,21 (7,18) 
Median (Min – Max) -4,00 [-12,00-7,67] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 7,22 (5,43) 
Median (Min – Max) 9,67 [1,00-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,09 (3,39) 
Median (Min – Max) 4,27 [4,00-10,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 11,97 (12,68) 
Median (Min – Max) 11,97 [3,00-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 40 (70,2) 
Mean (SD) -5,05 (12,43) 
Median (Min – Max) -4,50 [-40,83-25,00] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 50 (94,3) 
Mean (SD) 77,90 (15,33) 
Median (Min – Max) 80,58 [46,00-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 43 (89,6) 
Mean (SD) -1,07 (13,15) 
Median (Min – Max) 0,33 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 26 (76,5) 
Mean (SD) 0,86 (17,37) 
Median (Min – Max) 0,42 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -0,94 (18,05) 
Median (Min – Max) -2,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) -2,42 (19,48) 
Median (Min – Max) -3,00 [-31,00-55,00] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -2,17 (12,92) 
Median (Min – Max) 1,50 [-31,00-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -1,13 (17,10) 
Median (Min – Max) 3,73 [-41,00-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,52 (7,59) 
Median (Min – Max) -1,00 [-7,33-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) -1,78 (12,42) 
Median (Min – Max) -4,33 [-17,20-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -0,80 (13,08) 
Median (Min – Max) 3,33 [-18,87-9,00] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,64 (10,20) 
Median (Min – Max) 1,83 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,96 (10,22) 
Median (Min – Max) 5,02 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,19 (15,06) 
Median (Min – Max) -9,87 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (73,6) 
Mean (SD) -7,19 (17,74) 
Median (Min – Max) -7,00 [-39,00-60,00] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 77,72 (17,06) 
Median (Min – Max) 78,20 [28,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -1,11 (12,72) 
Median (Min – Max) 1,42 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 5,43 (10,23) 
Median (Min – Max) 3,67 [-7,00-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) 4,72 (11,23) 
Median (Min – Max) 0,50 [-12,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 3,92 (14,16) 
Median (Min – Max) 3,68 [-15,00-27,67] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 2,50 (18,14) 
Median (Min – Max) 4,17 [-19,67-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,30 (10,23) 
Median (Min – Max) 7,00 [1,83-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 7,00 (14,85) 
Median (Min – Max) 1,67 [-4,17-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 5,67 (2,50) 
Median (Min – Max) 4,67 [4,00-9,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -3,58 (0,59) 
Median (Min – Max) -3,58 [-4,00--3,17] 
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Table LT1FGC_PSHS01: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -4,08 (5,54) 
Median (Min – Max) -4,08 [-8,00--0,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -5,01 (16,64) 
Median (Min – Max) -9,60 [-25,17-25,50] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.2 Merkmal: Geschlecht 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 48 (90,6) 
Mean (SD) 73,19 (16,04) 
Median (Min – Max) 75,25 [28,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 38 (82,6) 
Mean (SD) 3,24 (8,96) 
Median (Min – Max) 2,58 [-11,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 29 (80,6) 
Mean (SD) 2,33 (13,08) 
Median (Min – Max) 3,17 [-17,00-30,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 21 (75,0) 
Mean (SD) 3,25 (11,93) 
Median (Min – Max) 4,00 [-26,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,13 (12,82) 
Median (Min – Max) 1,02 [-31,00-27,67] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 0,26 (13,61) 
Median (Min – Max) 2,17 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,54 (13,58) 
Median (Min – Max) 1,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 3,82 (9,72) 
Median (Min – Max) 0,75 [-5,37-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -2,09 (8,62) 
Median (Min – Max) -3,73 [-17,20-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -3,85 (7,59) 
Median (Min – Max) -3,58 [-18,87-9,00] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,92 (7,46) 
Median (Min – Max) -0,17 [-12,60-9,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 2,41 (6,09) 
Median (Min – Max) 4,13 [-8,87-9,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,24 (13,17) 
Median (Min – Max) 3,00 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (60,4) 
Mean (SD) -5,76 (15,01) 
Median (Min – Max) -5,00 [-39,00-25,50] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 77 (100,0) 
Mean (SD) 76,46 (15,37) 
Median (Min – Max) 78,00 [42,93-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 68 (97,1) 
Mean (SD) -1,74 (12,27) 
Median (Min – Max) -1,42 [-41,00-28,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 45 (90,0) 
Mean (SD) -1,44 (15,59) 
Median (Min – Max) -1,83 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 37 (94,9) 
Mean (SD) 0,04 (15,25) 
Median (Min – Max) -1,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -1,61 (16,02) 
Median (Min – Max) -4,00 [-26,60-55,00] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,36 (12,80) 
Median (Min – Max) -0,83 [-21,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 3,43 (12,64) 
Median (Min – Max) 3,67 [-17,10-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 2,94 (17,18) 
Median (Min – Max) 0,00 [-19,50-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 7,48 (9,21) 
Median (Min – Max) 8,67 [-5,00-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,44 (11,65) 
Median (Min – Max) 7,67 [-12,00-8,67] 
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Table LT1FGC_PSHS02: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 11,25 (0,35) 
Median (Min – Max) 11,25 [11,00-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,33 (3,30) 
Median (Min – Max) 12,33 [10,00-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 15,17 (NE) 
Median (Min – Max) 15,17 [15,17-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (74,0) 
Mean (SD) -6,11 (15,57) 
Median (Min – Max) -6,50 [-40,83-60,00] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.3 Merkmal: Ethnie 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 110 (95,7) 
Mean (SD) 74,81 (15,94) 
Median (Min – Max) 76,08 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 94 (90,4) 
Mean (SD) 0,22 (11,62) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 62 (83,8) 
Mean (SD) 0,26 (14,79) 
Median (Min – Max) -0,08 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 48 (85,7) 
Mean (SD) 1,64 (14,79) 
Median (Min – Max) 1,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 36 (87,8) 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,65 (15,33) 
Median (Min – Max) -1,25 [-31,00-55,00] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) -1,12 (12,99) 
Median (Min – Max) -0,83 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 0,64 (13,30) 
Median (Min – Max) 1,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 2,27 (12,39) 
Median (Min – Max) 0,42 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,22 (9,46) 
Median (Min – Max) -1,88 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -3,51 (8,18) 
Median (Min – Max) -3,58 [-18,87-9,00] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 0,57 (8,09) 
Median (Min – Max) 0,42 [-12,60-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 3,49 (6,25) 
Median (Min – Max) 4,27 [-8,87-10,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,24 (13,17) 
Median (Min – Max) 3,00 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 77 (67,0) 
Mean (SD) -6,47 (15,33) 
Median (Min – Max) -6,50 [-40,83-60,00] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 78,11 (13,37) 
Median (Min – Max) 78,20 [57,67-99,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -1,36 (9,96) 
Median (Min – Max) 0,58 [-21,83-10,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -1,10 (14,68) 
Median (Min – Max) 0,85 [-38,50-16,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -0,88 (10,62) 
Median (Min – Max) -0,75 [-16,83-13,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) -2,34 (9,57) 
Median (Min – Max) 0,83 [-17,00-8,33] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 4,92 (13,28) 
Median (Min – Max) 6,75 [-13,50-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,87 (12,42) 
Median (Min – Max) 7,00 [-8,50-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 10,50 (17,59) 
Median (Min – Max) 11,00 [-7,33-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 13,67 (NE) 
Median (Min – Max) 13,67 [13,67-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 8,67 (NE) 
Median (Min – Max) 8,67 [8,67-8,67] 
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Table LT1FGC_PSHS03: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 11,50 (NE) 
Median (Min – Max) 11,50 [11,50-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 14,67 (NE) 
Median (Min – Max) 14,67 [14,67-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 15,17 (NE) 
Median (Min – Max) 15,17 [15,17-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (80,0) 
Mean (SD) -2,84 (15,27) 
Median (Min – Max) -1,00 [-25,83-25,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.4 Merkmal: Region-1 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 75,15 (15,42) 
Median (Min – Max) 73,83 [35,00-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) -0,30 (9,41) 
Median (Min – Max) 0,17 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 1,69 (11,12) 
Median (Min – Max) 0,00 [-17,00-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 0,42 (11,25) 
Median (Min – Max) 0,50 [-26,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,01 (12,87) 
Median (Min – Max) -4,17 [-31,00-27,67] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,09 (16,48) 
Median (Min – Max) 2,17 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 3,09 (17,98) 
Median (Min – Max) 6,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 10,10 (13,06) 
Median (Min – Max) 11,00 [-7,33-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,82 (9,26) 
Median (Min – Max) 3,63 [-5,67-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,32 (5,67) 
Median (Min – Max) 7,67 [-2,00-9,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,17 (5,31) 
Median (Min – Max) 9,67 [-1,00-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,79 (5,28) 
Median (Min – Max) 9,00 [1,03-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,08 (17,51) 
Median (Min – Max) 15,17 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -5,73 (15,07) 
Median (Min – Max) -4,50 [-39,00-25,50] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 79,78 (17,16) 
Median (Min – Max) 81,00 [42,93-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 21 (87,5) 
Mean (SD) -1,21 (15,07) 
Median (Min – Max) 0,33 [-41,00-28,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 11 (68,8) 
Mean (SD) 4,15 (25,65) 
Median (Min – Max) 6,50 [-38,50-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 7,24 (20,33) 
Median (Min – Max) 7,17 [-16,00-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 2,62 (23,63) 
Median (Min – Max) -0,15 [-24,25-55,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,32 (10,27) 
Median (Min – Max) -1,17 [-13,50-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,31 (9,97) 
Median (Min – Max) 5,33 [-8,50-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 10,74 (13,13) 
Median (Min – Max) 3,33 [3,00-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,68 (11,04) 
Median (Min – Max) 6,33 [-10,93-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -8,00 (NE) 
Median (Min – Max) -8,00 [-8,00--8,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) -1,74 (20,42) 
Median (Min – Max) -5,33 [-40,83-60,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) 72,43 (14,74) 
Median (Min – Max) 75,00 [28,67-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 41 (89,1) 
Mean (SD) 1,04 (11,54) 
Median (Min – Max) 2,83 [-35,17-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) -2,58 (12,57) 
Median (Min – Max) -1,00 [-40,17-30,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -0,57 (13,72) 
Median (Min – Max) 0,33 [-37,17-19,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,85 (9,92) 
Median (Min – Max) 1,65 [-26,60-18,33] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -0,11 (9,20) 
Median (Min – Max) 2,00 [-16,37-12,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -1,56 (7,78) 
Median (Min – Max) 1,00 [-17,10-9,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -5,64 (7,01) 
Median (Min – Max) -4,17 [-19,50-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -4,20 (7,57) 
Median (Min – Max) -4,00 [-17,20-5,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -8,81 (6,60) 
Median (Min – Max) -6,00 [-18,87--3,17] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -3,92 (7,54) 
Median (Min – Max) -0,17 [-12,60-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -2,43 (9,10) 
Median (Min – Max) -2,43 [-8,87-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -3,43 (9,10) 
Median (Min – Max) -3,43 [-9,87-3,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS04: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 29 (60,4) 
Mean (SD) -8,53 (10,13) 
Median (Min – Max) -7,00 [-31,67-9,20] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.5 Merkmal: Region-2 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 75,15 (15,42) 
Median (Min – Max) 73,83 [35,00-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) -0,30 (9,41) 
Median (Min – Max) 0,17 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 1,69 (11,12) 
Median (Min – Max) 0,00 [-17,00-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 0,42 (11,25) 
Median (Min – Max) 0,50 [-26,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,01 (12,87) 
Median (Min – Max) -4,17 [-31,00-27,67] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -0,09 (16,48) 
Median (Min – Max) 2,17 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 3,09 (17,98) 
Median (Min – Max) 6,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 10,10 (13,06) 
Median (Min – Max) 11,00 [-7,33-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 3,82 (9,26) 
Median (Min – Max) 3,63 [-5,67-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,32 (5,67) 
Median (Min – Max) 7,67 [-2,00-9,00] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,17 (5,31) 
Median (Min – Max) 9,67 [-1,00-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,79 (5,28) 
Median (Min – Max) 9,00 [1,03-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,08 (17,51) 
Median (Min – Max) 15,17 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -5,73 (15,07) 
Median (Min – Max) -4,50 [-39,00-25,50] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 75 (94,9) 
Mean (SD) 75,24 (15,90) 
Median (Min – Max) 78,00 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 63 (88,7) 
Mean (SD) 0,28 (12,66) 
Median (Min – Max) 2,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 43 (81,1) 
Mean (SD) -1,15 (16,82) 
Median (Min – Max) -0,50 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 33 (82,5) 
Mean (SD) 1,79 (16,09) 
Median (Min – Max) 1,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) 0,58 (15,60) 
Median (Min – Max) 1,20 [-26,60-55,00] 



Sobi Page 1750 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:59 

 
Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) 0,05 (9,26) 
Median (Min – Max) -0,83 [-16,37-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,59 (8,82) 
Median (Min – Max) 1,83 [-17,10-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -1,55 (11,04) 
Median (Min – Max) -1,00 [-19,50-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -0,40 (9,96) 
Median (Min – Max) -0,77 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -8,01 (6,22) 
Median (Min – Max) -5,00 [-18,87--3,17] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -4,94 (6,48) 
Median (Min – Max) -4,08 [-12,60-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,04 (7,73) 
Median (Min – Max) 4,00 [-8,87-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,96 (7,73) 
Median (Min – Max) 3,00 [-9,87-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS05: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 53 (67,1) 
Mean (SD) -6,15 (15,58) 
Median (Min – Max) -6,83 [-40,83-60,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 78,98 (14,69) 
Median (Min – Max) 83,33 [53,08-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 4,11 (5,70) 
Median (Min – Max) 1,96 [-2,00-13,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 7,63 (9,88) 
Median (Min – Max) 4,50 [-0,50-22,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) -0,94 (5,28) 
Median (Min – Max) -0,33 [-6,50-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -2,07 (3,49) 
Median (Min – Max) -1,25 [-7,00-1,20] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,28 (1,55) 
Median (Min – Max) -1,00 [-1,33-1,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,08 (5,54) 
Median (Min – Max) -2,08 [-6,00-1,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,17 (5,89) 
Median (Min – Max) -1,17 [-5,33-3,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -3,76 (7,48) 
Median (Min – Max) -4,33 [-10,93-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,00 (1,41) 
Median (Min – Max) -3,00 [-4,00--2,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -4,50 (4,95) 
Median (Min – Max) -4,50 [-8,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,02 (2,80) 
Median (Min – Max) 3,02 [1,03-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,93 (11,22) 
Median (Min – Max) -3,93 [-11,87-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -14,43 (15,15) 
Median (Min – Max) -16,92 [-31,67-9,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 70,01 (12,86) 
Median (Min – Max) 73,00 [46,00-90,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 3,66 (12,11) 
Median (Min – Max) 6,00 [-35,17-28,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,80 (24,13) 
Median (Min – Max) -1,00 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 2,37 (24,38) 
Median (Min – Max) 8,33 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 4,22 (23,92) 
Median (Min – Max) 4,33 [-26,60-55,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,69 (16,79) 
Median (Min – Max) -5,72 [-21,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,40 (15,09) 
Median (Min – Max) 1,83 [-17,10-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -3,06 (18,39) 
Median (Min – Max) -5,37 [-19,50-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,86 (8,27) 
Median (Min – Max) -0,77 [-11,97-4,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -3,17 (NE) 
Median (Min – Max) -3,17 [-3,17--3,17] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -0,17 (NE) 
Median (Min – Max) -0,17 [-0,17--0,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 0,35 (21,17) 
Median (Min – Max) -2,50 [-27,00-60,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 79,49 (13,87) 
Median (Min – Max) 78,08 [51,00-99,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -2,50 (13,17) 
Median (Min – Max) -2,00 [-21,83-22,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -7,78 (16,95) 
Median (Min – Max) -9,00 [-38,50-15,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,41 (11,50) 
Median (Min – Max) 4,00 [-16,83-19,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 3,00 (7,23) 
Median (Min – Max) 5,17 [-7,33-11,50] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,90 (10,15) 
Median (Min – Max) 2,00 [-13,50-10,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,80 (7,77) 
Median (Min – Max) 2,00 [-9,67-6,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,06 (5,34) 
Median (Min – Max) 0,50 [-7,00-3,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,33 (8,49) 
Median (Min – Max) 0,33 [-5,67-6,33] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 11 (64,7) 
Mean (SD) -8,48 (16,81) 
Median (Min – Max) -8,17 [-40,83-17,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 80 (97,6) 
Mean (SD) 75,11 (16,54) 
Median (Min – Max) 76,58 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 66 (91,7) 
Mean (SD) -0,90 (11,22) 
Median (Min – Max) -0,08 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 48 (88,9) 
Mean (SD) 1,39 (11,06) 
Median (Min – Max) 0,92 [-20,00-30,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 35 (83,3) 
Mean (SD) 0,97 (11,20) 
Median (Min – Max) 0,50 [-26,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) -3,33 (12,97) 
Median (Min – Max) -3,33 [-31,00-27,67] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 1,09 (14,04) 
Median (Min – Max) 3,00 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 3,30 (15,00) 
Median (Min – Max) 7,00 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) 8,47 (11,69) 
Median (Min – Max) 6,83 [-7,33-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 3,35 (10,94) 
Median (Min – Max) 5,17 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) -2,16 (10,23) 
Median (Min – Max) -2,87 [-18,87-9,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,21 (9,19) 
Median (Min – Max) 7,17 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 5,51 (8,08) 
Median (Min – Max) 6,63 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 7,31 (13,67) 
Median (Min – Max) 9,08 [-9,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS06: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (72,0) 
Mean (SD) -6,05 (13,26) 
Median (Min – Max) -6,00 [-39,00-25,50] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.7 Merkmal: Bulky Erkrankung 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 121 (96,0) 
Mean (SD) 75,43 (15,58) 
Median (Min – Max) 77,00 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 103 (91,2) 
Mean (SD) -0,01 (11,49) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 74 (87,1) 
Mean (SD) 0,04 (14,68) 
Median (Min – Max) -0,08 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 57 (86,4) 
Mean (SD) 1,43 (14,13) 
Median (Min – Max) 1,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 43 (87,8) 
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Table LT1FGC_PSHS07: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,92 (14,47) 
Median (Min – Max) -1,00 [-31,00-55,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 33 (91,7) 
Mean (SD) -0,02 (13,05) 
Median (Min – Max) 1,50 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 27 (93,1) 
Mean (SD) 1,61 (13,07) 
Median (Min – Max) 1,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 3,45 (13,05) 
Median (Min – Max) 0,50 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 0,93 (9,69) 
Median (Min – Max) -0,77 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) -2,40 (8,58) 
Median (Min – Max) -3,17 [-18,87-9,00] 
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Table LT1FGC_PSHS07: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,79 (8,40) 
Median (Min – Max) 1,00 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 4,89 (7,01) 
Median (Min – Max) 4,63 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 3,56 (13,08) 
Median (Min – Max) 3,50 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS07: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 88 (69,8) 
Mean (SD) -5,84 (15,32) 
Median (Min – Max) -6,00 [-40,83-60,00] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.8 Merkmal: Double/Triple-Hit 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 75,21 (14,12) 
Median (Min – Max) 76,60 [53,08-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -0,54 (13,19) 
Median (Min – Max) 1,08 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 5,97 (13,05) 
Median (Min – Max) 6,17 [-15,83-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 4,03 (12,24) 
Median (Min – Max) 2,48 [-12,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,03 (16,63) 
Median (Min – Max) -3,33 [-15,00-27,67] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,26 (20,63) 
Median (Min – Max) 4,02 [-19,67-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,11 (16,07) 
Median (Min – Max) -1,00 [-1,33-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 19,14 (8,92) 
Median (Min – Max) 17,33 [11,27-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,63 (10,42) 
Median (Min – Max) 3,63 [-3,73-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,97 (6,65) 
Median (Min – Max) 2,97 [-1,73-7,67] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,33 (0,94) 
Median (Min – Max) 10,33 [9,67-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,13 (4,05) 
Median (Min – Max) 7,13 [4,27-10,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,93 (NE) 
Median (Min – Max) 20,93 [20,93-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -7,25 (18,84) 
Median (Min – Max) -3,08 [-35,33-25,50] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 111 (95,7) 
Mean (SD) 75,20 (15,89) 
Median (Min – Max) 77,00 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 94 (90,4) 
Mean (SD) 0,12 (11,24) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 66 (84,6) 
Mean (SD) -0,68 (14,80) 
Median (Min – Max) -0,65 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 0,88 (14,38) 
Median (Min – Max) 0,75 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -1,18 (14,40) 
Median (Min – Max) -0,50 [-31,00-55,00] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,61 (12,08) 
Median (Min – Max) 1,50 [-31,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,79 (12,82) 
Median (Min – Max) 1,92 [-41,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 0,83 (11,84) 
Median (Min – Max) 0,17 [-19,50-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,61 (9,90) 
Median (Min – Max) -0,77 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -3,60 (8,82) 
Median (Min – Max) -4,00 [-18,87-9,00] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,66 (7,91) 
Median (Min – Max) -0,17 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,14 (7,92) 
Median (Min – Max) 4,50 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,09 (11,10) 
Median (Min – Max) 3,00 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS08: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 80 (69,0) 
Mean (SD) -5,84 (14,97) 
Median (Min – Max) -6,25 [-40,83-60,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.9 Merkmal: Transformation des DLBCL 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 75,76 (15,49) 
Median (Min – Max) 75,67 [46,00-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) -2,22 (11,88) 
Median (Min – Max) 0,67 [-41,00-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -2,63 (13,12) 
Median (Min – Max) -0,50 [-30,50-16,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,78 (11,75) 
Median (Min – Max) 0,30 [-16,00-18,80] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,72 (9,17) 
Median (Min – Max) -0,50 [-20,00-8,33] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,23 (11,00) 
Median (Min – Max) 2,00 [-5,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,79 (9,82) 
Median (Min – Max) 1,83 [0,80-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 6,21 (15,05) 
Median (Min – Max) 2,00 [-7,00-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -6,07 (10,64) 
Median (Min – Max) -5,00 [-17,20-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -8,96 (8,58) 
Median (Min – Max) -4,00 [-18,87--4,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -6,53 (6,92) 
Median (Min – Max) -8,00 [-12,60-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,04 (7,73) 
Median (Min – Max) 4,00 [-8,87-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,96 (7,73) 
Median (Min – Max) 3,00 [-9,87-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) -8,94 (16,67) 
Median (Min – Max) -7,58 [-40,83-25,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 102 (96,2) 
Mean (SD) 75,08 (15,76) 
Median (Min – Max) 77,00 [28,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 86 (90,5) 
Mean (SD) 0,57 (11,30) 
Median (Min – Max) 1,00 [-35,17-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 61 (87,1) 
Mean (SD) 0,61 (15,03) 
Median (Min – Max) 0,00 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 47 (87,0) 
Mean (SD) 1,30 (14,72) 
Median (Min – Max) 1,00 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 33 (84,6) 
Mean (SD) -0,08 (15,75) 
Median (Min – Max) -1,50 [-31,00-55,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) -0,96 (13,33) 
Median (Min – Max) 0,33 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 0,65 (13,71) 
Median (Min – Max) 1,98 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 17 (85,0) 
Mean (SD) 2,80 (12,96) 
Median (Min – Max) 0,33 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 2,24 (9,28) 
Median (Min – Max) 1,70 [-11,97-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,05 (7,67) 
Median (Min – Max) -1,87 [-12,00-9,00] 
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Table LT1FGC_PSHS09: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 5,94 (5,61) 
Median (Min – Max) 7,17 [-1,00-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 7,79 (5,28) 
Median (Min – Max) 9,00 [1,03-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 8,08 (17,51) 
Median (Min – Max) 15,17 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 73 (68,9) 
Mean (SD) -5,33 (15,01) 
Median (Min – Max) -5,17 [-39,00-60,00] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 77,79 (14,90) 
Median (Min – Max) 78,00 [42,93-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) 1,12 (12,03) 
Median (Min – Max) 1,42 [-29,00-28,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 3,08 (18,10) 
Median (Min – Max) 2,25 [-38,50-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 23 (85,2) 
Mean (SD) 3,89 (16,71) 
Median (Min – Max) 4,00 [-28,27-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 3,22 (18,47) 
Median (Min – Max) 1,75 [-26,60-55,00] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 5,00 (13,23) 
Median (Min – Max) 5,67 [-13,50-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 5,00 (13,16) 
Median (Min – Max) 6,83 [-17,10-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 5,61 (16,43) 
Median (Min – Max) -1,83 [-14,10-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 3,14 (10,48) 
Median (Min – Max) 1,70 [-10,93-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 1,17 (6,52) 
Median (Min – Max) -2,00 [-3,17-8,67] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,44 (6,99) 
Median (Min – Max) -0,17 [-1,00-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 7,85 (9,64) 
Median (Min – Max) 7,85 [1,03-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,65 (19,12) 
Median (Min – Max) 1,65 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (74,4) 
Mean (SD) -4,17 (18,38) 
Median (Min – Max) -5,50 [-40,83-60,00] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 78,16 (12,45) 
Median (Min – Max) 78,67 [51,00-99,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -1,36 (12,87) 
Median (Min – Max) 1,00 [-35,17-19,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -3,22 (15,00) 
Median (Min – Max) 2,00 [-40,17-17,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -2,61 (14,73) 
Median (Min – Max) -1,80 [-37,17-13,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -4,11 (9,85) 
Median (Min – Max) -4,50 [-24,25-6,67] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -5,14 (9,54) 
Median (Min – Max) -5,25 [-16,37-7,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 7,71 (5,06) 
Median (Min – Max) 9,00 [2,13-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,49 (6,11) 
Median (Min – Max) 0,00 [-5,37-6,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -1,66 (12,33) 
Median (Min – Max) -5,00 [-11,97-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,50 (14,85) 
Median (Min – Max) -1,50 [-12,00-9,00] 
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Table LT1FGC_PSHS10: FACT-Lym FACT-G total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,67 (NE) 
Median (Min – Max) 4,67 [4,67-4,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 9,00 (NE) 
Median (Min – Max) 9,00 [9,00-9,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -6,04 (14,44) 
Median (Min – Max) -4,00 [-27,00-24,00] 

 



Sobi Page 1794 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:59 

 
Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 72 (94,7) 
Mean (SD) 74,66 (15,03) 
Median (Min – Max) 76,00 [35,00-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 62 (89,9) 
Mean (SD) 1,19 (11,85) 
Median (Min – Max) 1,63 [-35,17-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 51 (89,5) 
Mean (SD) 0,30 (16,18) 
Median (Min – Max) -0,50 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 1,97 (14,87) 
Median (Min – Max) 0,50 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,56 (15,56) 
Median (Min – Max) 2,40 [-31,00-55,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 23 (92,0) 
Mean (SD) -0,57 (14,74) 
Median (Min – Max) 2,00 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 1,66 (13,71) 
Median (Min – Max) 1,92 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 3,16 (13,18) 
Median (Min – Max) 0,50 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,06 (9,53) 
Median (Min – Max) 0,50 [-17,20-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) -3,96 (9,15) 
Median (Min – Max) -4,00 [-18,87-8,67] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,46 (9,75) 
Median (Min – Max) 0,42 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 4,96 (8,83) 
Median (Min – Max) 5,00 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 3,08 (10,24) 
Median (Min – Max) 3,50 [-9,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 49 (64,5) 
Mean (SD) -2,98 (17,68) 
Median (Min – Max) -4,00 [-39,00-60,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 76,01 (16,90) 
Median (Min – Max) 77,58 [28,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) -1,80 (9,64) 
Median (Min – Max) 0,63 [-25,50-13,40] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -1,77 (10,88) 
Median (Min – Max) 1,00 [-30,50-12,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) -1,80 (13,23) 
Median (Min – Max) -0,35 [-28,27-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -4,97 (13,26) 
Median (Min – Max) -4,50 [-26,60-18,33] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 2,86 (9,62) 
Median (Min – Max) 2,83 [-10,60-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,49 (14,01) 
Median (Min – Max) 7,00 [-17,10-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,74 (16,60) 
Median (Min – Max) 3,58 [-14,10-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,02 (11,73) 
Median (Min – Max) 5,17 [-10,93-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 9,00 (NE) 
Median (Min – Max) 9,00 [9,00-9,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,67 (NE) 
Median (Min – Max) 4,67 [4,67-4,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 9,00 (NE) 
Median (Min – Max) 9,00 [9,00-9,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -10,78 (11,49) 
Median (Min – Max) -7,92 [-40,83-7,47] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 75,10 (17,13) 
Median (Min – Max) 70,50 [49,00-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -4,84 (19,28) 
Median (Min – Max) 0,65 [-41,00-13,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 4,18 (19,01) 
Median (Min – Max) 6,37 [-15,83-22,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -1,96 (14,86) 
Median (Min – Max) -4,00 [-16,00-16,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -11,50 (6,36) 
Median (Min – Max) -11,50 [-16,00--7,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,50 (NE) 
Median (Min – Max) 1,50 [1,50-1,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -6,00 (NE) 
Median (Min – Max) -6,00 [-6,00--6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,33 (NE) 
Median (Min – Max) -5,33 [-5,33--5,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,33 (NE) 
Median (Min – Max) -4,33 [-4,33--4,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -2,00 (NE) 
Median (Min – Max) -2,00 [-2,00--2,00] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,03 (NE) 
Median (Min – Max) 1,03 [1,03-1,03] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,87 (NE) 
Median (Min – Max) -11,87 [-11,87--11,87] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) -7,48 (12,53) 
Median (Min – Max) -10,92 [-18,00-9,93] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 72,19 (18,18) 
Median (Min – Max) 74,00 [51,00-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,59 (6,65) 
Median (Min – Max) 3,63 [-8,67-8,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,00 (4,24) 
Median (Min – Max) 3,00 [0,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,00 (8,49) 
Median (Min – Max) 7,00 [1,00-13,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,50 (NE) 
Median (Min – Max) 1,50 [1,50-1,50] 
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Table LT1FGC_PSHS11: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -6,97 (7,58) 
Median (Min – Max) -6,50 [-18,33-3,00] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.12 Merkmal: Primärdiagnose 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 108 (96,4) 
Mean (SD) 75,46 (15,63) 
Median (Min – Max) 77,08 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 93 (92,1) 
Mean (SD) 0,27 (11,20) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 66 (84,6) 
Mean (SD) -0,82 (14,92) 
Median (Min – Max) -0,65 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 52 (86,7) 
Mean (SD) 0,90 (14,38) 
Median (Min – Max) 0,75 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,18 (14,40) 
Median (Min – Max) -0,50 [-31,00-55,00] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,61 (12,08) 
Median (Min – Max) 1,50 [-31,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,79 (12,82) 
Median (Min – Max) 1,92 [-41,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 0,83 (11,84) 
Median (Min – Max) 0,17 [-19,50-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,61 (9,90) 
Median (Min – Max) -0,77 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -3,60 (8,82) 
Median (Min – Max) -4,00 [-18,87-9,00] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -0,66 (7,91) 
Median (Min – Max) -0,17 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,14 (7,92) 
Median (Min – Max) 4,50 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,09 (11,10) 
Median (Min – Max) 3,00 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 77 (68,8) 
Mean (SD) -5,95 (15,14) 
Median (Min – Max) -6,50 [-40,83-60,00] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 77,78 (13,00) 
Median (Min – Max) 77,00 [59,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,78 (14,89) 
Median (Min – Max) 1,08 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 10,01 (11,07) 
Median (Min – Max) 9,90 [-0,73-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,19 (13,31) 
Median (Min – Max) 4,67 [-12,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 1,03 (16,63) 
Median (Min – Max) -3,33 [-15,00-27,67] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,26 (20,63) 
Median (Min – Max) 4,02 [-19,67-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,11 (16,07) 
Median (Min – Max) -1,00 [-1,33-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 19,14 (8,92) 
Median (Min – Max) 17,33 [11,27-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,63 (10,42) 
Median (Min – Max) 3,63 [-3,73-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,97 (6,65) 
Median (Min – Max) 2,97 [-1,73-7,67] 
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Table LT1FGC_PSHS12: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,33 (0,94) 
Median (Min – Max) 10,33 [9,67-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,13 (4,05) 
Median (Min – Max) 7,13 [4,27-10,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 20,93 (NE) 
Median (Min – Max) 20,93 [20,93-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -8,36 (18,85) 
Median (Min – Max) -13,00 [-35,33-25,50] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 57 (96,6) 
Mean (SD) 76,93 (16,48) 
Median (Min – Max) 78,00 [28,67-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 46 (88,5) 
Mean (SD) -0,69 (11,08) 
Median (Min – Max) -0,92 [-25,50-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 29 (76,3) 
Mean (SD) -3,62 (13,76) 
Median (Min – Max) -3,00 [-38,50-19,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) 1,46 (11,67) 
Median (Min – Max) 0,42 [-26,00-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,04 (11,45) 
Median (Min – Max) 1,50 [-31,00-18,33] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -3,24 (12,78) 
Median (Min – Max) -1,17 [-31,00-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) -1,25 (13,65) 
Median (Min – Max) 1,83 [-41,00-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -0,27 (12,08) 
Median (Min – Max) 0,33 [-19,50-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,35 (11,33) 
Median (Min – Max) 4,08 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) -7,51 (7,58) 
Median (Min – Max) -4,00 [-18,87--3,17] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -4,94 (6,48) 
Median (Min – Max) -4,08 [-12,60-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,04 (7,73) 
Median (Min – Max) 4,00 [-8,87-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -0,96 (7,73) 
Median (Min – Max) 3,00 [-9,87-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) -8,15 (14,60) 
Median (Min – Max) -7,08 [-40,83-24,00] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 75,25 (15,79) 
Median (Min – Max) 77,00 [35,00-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 26 (86,7) 
Mean (SD) -0,04 (13,60) 
Median (Min – Max) 1,29 [-41,00-28,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 3,68 (16,89) 
Median (Min – Max) 4,33 [-16,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,83 (19,60) 
Median (Min – Max) -3,17 [-28,27-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -1,80 (22,82) 
Median (Min – Max) -7,10 [-26,60-55,00] 



Sobi Page 1821 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:59 

 
Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,01 (15,63) 
Median (Min – Max) 1,17 [-19,67-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,48 (16,97) 
Median (Min – Max) 9,83 [-17,10-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,60 (18,41) 
Median (Min – Max) -3,67 [-14,10-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,63 (9,79) 
Median (Min – Max) -0,77 [-5,00-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,67 (14,61) 
Median (Min – Max) -1,67 [-12,00-8,67] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 11,50 (NE) 
Median (Min – Max) 11,50 [11,50-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 14,67 (NE) 
Median (Min – Max) 14,67 [14,67-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 15,17 (NE) 
Median (Min – Max) 15,17 [15,17-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -2,07 (18,12) 
Median (Min – Max) -3,08 [-35,33-60,00] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 39 (100,0) 
Mean (SD) 72,64 (14,28) 
Median (Min – Max) 71,00 [49,00-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 1,10 (10,23) 
Median (Min – Max) 2,67 [-35,17-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 27 (100,0) 
Mean (SD) 1,54 (13,73) 
Median (Min – Max) 0,83 [-40,17-30,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 2,38 (12,29) 
Median (Min – Max) 4,00 [-37,17-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,24 (11,51) 
Median (Min – Max) -3,00 [-24,25-27,67] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 4,09 (11,90) 
Median (Min – Max) 3,00 [-15,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 3,89 (10,60) 
Median (Min – Max) -1,00 [-6,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 8,55 (11,17) 
Median (Min – Max) 8,92 [-5,33-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,04 (8,15) 
Median (Min – Max) -3,37 [-5,67-12,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,39 (6,58) 
Median (Min – Max) -1,73 [-6,00-9,00] 
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Table LT1FGC_PSHS13: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,08 (5,45) 
Median (Min – Max) 7,17 [-1,00-11,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 6,07 (4,19) 
Median (Min – Max) 6,63 [1,03-10,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,53 (23,19) 
Median (Min – Max) 4,53 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (76,9) 
Mean (SD) -5,97 (13,91) 
Median (Min – Max) -6,25 [-31,67-25,50] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 89 (96,7) 
Mean (SD) 75,33 (15,50) 
Median (Min – Max) 77,00 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 78 (90,7) 
Mean (SD) 0,43 (12,38) 
Median (Min – Max) 0,96 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 56 (84,8) 
Mean (SD) -0,13 (16,14) 
Median (Min – Max) -0,65 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 42 (85,7) 
Mean (SD) 1,09 (15,33) 
Median (Min – Max) 0,67 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 31 (91,2) 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,81 (16,30) 
Median (Min – Max) -1,00 [-31,00-55,00] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,77 (12,94) 
Median (Min – Max) 1,75 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 1,40 (14,27) 
Median (Min – Max) 2,13 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 1,40 (13,35) 
Median (Min – Max) 0,33 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) -1,11 (9,70) 
Median (Min – Max) -4,33 [-17,20-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) -3,20 (11,09) 
Median (Min – Max) -3,00 [-18,87-9,00] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,71 (8,84) 
Median (Min – Max) 1,00 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 3,97 (8,85) 
Median (Min – Max) 4,00 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,89 (12,57) 
Median (Min – Max) -3,43 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 61 (66,3) 
Mean (SD) -4,94 (16,38) 
Median (Min – Max) -5,17 [-40,83-60,00] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 76,38 (16,88) 
Median (Min – Max) 77,50 [42,93-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -2,04 (9,01) 
Median (Min – Max) -0,50 [-21,83-13,40] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,84 (9,82) 
Median (Min – Max) 1,50 [-20,00-13,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,04 (12,97) 
Median (Min – Max) 0,50 [-16,83-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) -0,46 (9,40) 
Median (Min – Max) 1,20 [-14,00-11,50] 



Sobi Page 1832 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FGC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:41:59 

 
Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -0,48 (15,73) 
Median (Min – Max) 1,00 [-21,00-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,86 (12,64) 
Median (Min – Max) 1,83 [-6,00-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,97 (14,88) 
Median (Min – Max) 3,00 [-2,00-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,88 (11,60) 
Median (Min – Max) 4,00 [-3,00-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -5,00 (1,41) 
Median (Min – Max) -5,00 [-6,00--4,00] 
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Table LT1FGC_PSHS14: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -8,00 (NE) 
Median (Min – Max) -8,00 [-8,00--8,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -9,75 (12,36) 
Median (Min – Max) -6,92 [-35,33-9,67] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 75,55 (15,90) 
Median (Min – Max) 77,00 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) -1,13 (13,48) 
Median (Min – Max) 0,25 [-41,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 27 (84,4) 
Mean (SD) -0,94 (17,02) 
Median (Min – Max) -0,50 [-40,17-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 20 (80,0) 
Mean (SD) 0,35 (14,72) 
Median (Min – Max) 2,50 [-37,17-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,11 (12,45) 
Median (Min – Max) 2,40 [-17,00-27,67] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 3,37 (12,12) 
Median (Min – Max) 4,00 [-19,67-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 4,04 (10,46) 
Median (Min – Max) 4,42 [-8,50-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -0,26 (13,05) 
Median (Min – Max) -2,00 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 1,64 (9,91) 
Median (Min – Max) 4,17 [-17,20-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -3,48 (10,18) 
Median (Min – Max) -3,17 [-18,87-9,00] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,48 (8,84) 
Median (Min – Max) -0,17 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 3,96 (10,22) 
Median (Min – Max) 5,02 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,19 (15,06) 
Median (Min – Max) -9,87 [-11,87-15,17] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 25 (62,5) 
Mean (SD) -8,13 (15,19) 
Median (Min – Max) -6,00 [-40,83-25,50] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 71 (94,7) 
Mean (SD) 75,05 (15,91) 
Median (Min – Max) 77,00 [35,00-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 57 (89,1) 
Mean (SD) 0,12 (9,51) 
Median (Min – Max) 1,00 [-25,50-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 37 (86,0) 
Mean (SD) -1,62 (10,09) 
Median (Min – Max) -0,80 [-20,00-17,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) -0,39 (11,59) 
Median (Min – Max) 0,40 [-28,27-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
Mean (SD) -4,73 (12,04) 
Median (Min – Max) -2,75 [-31,00-8,33] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) -0,77 (14,00) 
Median (Min – Max) -1,00 [-31,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,58 (16,55) 
Median (Min – Max) 2,07 [-41,00-23,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 4,61 (13,55) 
Median (Min – Max) 2,00 [-14,10-27,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -0,54 (10,42) 
Median (Min – Max) -2,88 [-11,97-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -4,00 (0,00) 
Median (Min – Max) -4,00 [-4,00--4,00] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -3,50 (6,36) 
Median (Min – Max) -3,50 [-8,00-1,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,50 (0,71) 
Median (Min – Max) 4,50 [4,00-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 3,50 (0,71) 
Median (Min – Max) 3,50 [3,00-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS15: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 56 (74,7) 
Mean (SD) -5,75 (12,88) 
Median (Min – Max) -6,25 [-39,00-25,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 77,13 (17,28) 
Median (Min – Max) 77,50 [42,93-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,80 (8,90) 
Median (Min – Max) 1,00 [-21,83-13,40] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,29 (9,05) 
Median (Min – Max) 1,00 [-20,00-7,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,01 (11,44) 
Median (Min – Max) -0,33 [-16,83-20,70] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -2,76 (8,13) 
Median (Min – Max) -4,00 [-14,00-8,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -4,98 (16,94) 
Median (Min – Max) -8,00 [-21,00-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 10,28 (11,95) 
Median (Min – Max) 10,28 [1,83-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 14,45 (16,19) 
Median (Min – Max) 14,45 [3,00-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 11,82 (11,07) 
Median (Min – Max) 11,82 [4,00-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,00 (NE) 
Median (Min – Max) -4,00 [-4,00--4,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -8,00 (NE) 
Median (Min – Max) -8,00 [-8,00--8,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -8,59 (11,36) 
Median (Min – Max) -7,00 [-25,83-9,67] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 100 (96,2) 
Mean (SD) 75,16 (15,02) 
Median (Min – Max) 76,33 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 87 (90,6) 
Mean (SD) 0,45 (11,83) 
Median (Min – Max) 1,17 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 63 (86,3) 
Mean (SD) 0,23 (15,46) 
Median (Min – Max) -0,50 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 48 (87,3) 
Mean (SD) 1,55 (14,76) 
Median (Min – Max) 1,42 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,84 (15,35) 
Median (Min – Max) -1,00 [-31,00-55,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 0,28 (12,70) 
Median (Min – Max) 1,75 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 0,99 (13,40) 
Median (Min – Max) 1,92 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 1,45 (12,45) 
Median (Min – Max) 0,17 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -1,06 (8,82) 
Median (Min – Max) -3,37 [-17,20-13,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) -3,34 (8,83) 
Median (Min – Max) -3,17 [-18,87-9,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,87 (8,00) 
Median (Min – Max) 1,00 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,02 (7,91) 
Median (Min – Max) 4,13 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,47 (14,62) 
Median (Min – Max) 3,00 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 6,00 (NE) 
Median (Min – Max) 6,00 [6,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS16: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 67 (64,4) 
Mean (SD) -5,22 (15,96) 
Median (Min – Max) -5,17 [-40,83-60,00] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 80,08 (15,15) 
Median (Min – Max) 80,00 [59,00-100,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -2,25 (19,35) 
Median (Min – Max) -3,25 [-29,00-25,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 8,42 (18,53) 
Median (Min – Max) 8,17 [-12,50-29,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 11,17 (9,95) 
Median (Min – Max) 9,50 [1,00-24,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 14,56 (11,36) 
Median (Min – Max) 8,33 [7,67-27,67] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 20,94 (9,15) 
Median (Min – Max) 23,33 [10,83-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,94 (10,62) 
Median (Min – Max) 23,33 [6,83-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 19,06 (16,08) 
Median (Min – Max) 27,83 [0,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -5,67 (NE) 
Median (Min – Max) -5,67 [-5,67--5,67] 
 
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -0,28 (20,05) 
Median (Min – Max) 3,50 [-35,33-25,50] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 117 (95,9) 
Mean (SD) 74,87 (15,69) 
Median (Min – Max) 76,17 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 100 (90,9) 
Mean (SD) 0,18 (10,90) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 70 (85,4) 
Mean (SD) -0,44 (14,45) 
Median (Min – Max) -0,33 [-40,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 54 (85,7) 
Mean (SD) 0,46 (14,16) 
Median (Min – Max) 0,32 [-37,17-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) -2,08 (14,11) 
Median (Min – Max) -2,25 [-31,00-55,00] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) -2,12 (11,49) 
Median (Min – Max) -0,92 [-31,00-17,10] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,56 (11,80) 
Median (Min – Max) 1,42 [-41,00-18,73] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 0,84 (10,94) 
Median (Min – Max) 0,17 [-19,50-25,90] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 1,30 (9,84) 
Median (Min – Max) 1,62 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 11 (78,6) 
Mean (SD) -2,40 (8,58) 
Median (Min – Max) -3,17 [-18,87-9,00] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,79 (8,40) 
Median (Min – Max) 1,00 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 4,89 (7,01) 
Median (Min – Max) 4,63 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 3,56 (13,08) 
Median (Min – Max) 3,50 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS17: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 83 (68,0) 
Mean (SD) -6,39 (14,96) 
Median (Min – Max) -6,67 [-40,83-60,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

3.14.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 76,05 (14,82) 
Median (Min – Max) 78,00 [49,00-101,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 0,56 (10,30) 
Median (Min – Max) 1,50 [-35,17-19,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -4,72 (13,24) 
Median (Min – Max) -3,00 [-40,17-13,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -2,08 (15,00) 
Median (Min – Max) 0,67 [-37,17-19,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,68 (11,83) 
Median (Min – Max) 1,50 [-26,60-11,50] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -1,09 (8,25) 
Median (Min – Max) 2,00 [-10,60-7,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,09 (10,93) 
Median (Min – Max) 2,00 [-17,10-9,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -4,44 (7,75) 
Median (Min – Max) -3,50 [-14,10-3,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,19 (5,73) 
Median (Min – Max) -0,77 [-5,00-6,33] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -12,00 (NE) 
Median (Min – Max) -12,00 [-12,00--12,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) -9,44 (11,56) 
Median (Min – Max) -7,00 [-31,67-9,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym FACT-G total score Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 93 (94,9) 
Mean (SD) 74,91 (15,99) 
Median (Min – Max) 75,50 [28,67-103,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 78 (88,6) 
Mean (SD) -0,14 (11,84) 
Median (Min – Max) 1,00 [-41,00-34,17] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 55 (84,6) 
Mean (SD) 1,68 (14,91) 
Median (Min – Max) 0,83 [-38,50-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 42 (84,0) 
Mean (SD) 2,45 (13,74) 
Median (Min – Max) 0,75 [-26,00-56,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 32 (84,2) 
Mean (SD) -0,67 (15,44) 
Median (Min – Max) -2,25 [-31,00-55,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FACT-G total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 0,17 (13,83) 
Median (Min – Max) 0,33 [-31,00-28,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 22 (91,7) 
Mean (SD) 2,45 (13,59) 
Median (Min – Max) 1,83 [-41,00-26,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 5,30 (13,50) 
Median (Min – Max) 1,00 [-19,50-28,83] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 1,07 (10,41) 
Median (Min – Max) 0,50 [-17,20-19,65] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) -1,44 (8,40) 
Median (Min – Max) -2,58 [-18,87-9,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FACT-G total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,79 (8,40) 
Median (Min – Max) 1,00 [-12,60-11,50] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 4,89 (7,01) 
Median (Min – Max) 4,63 [-8,87-14,67] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 3,56 (13,08) 
Median (Min – Max) 3,50 [-11,87-20,93] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,50 (4,95) 
Median (Min – Max) 2,50 [-1,00-6,00] 
 
FACT-Lym FACT-G total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FGC_PSHS18: FACT-Lym FACT-G total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. FACT-G = Functional Assessment of Cancer Therapy General. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym FACT-G total score - Change from Baseline by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym FACT-G total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 67 (68,4) 
Mean (SD) -4,85 (16,24) 
Median (Min – Max) -5,17 [-40,83-60,00] 
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Table LT1FTD_PSTS01: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15 Subgruppenanalysen zum FACT-Lym – Gesamtscore (Zeit bis zur Verschlechterung) 

3.15.1 Merkmal Alter 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 7 (12,3) 
95%-CI [5,1-23,7] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [70,5-94,4] 
Month 6 75,6 [52,8-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS01: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 12 (22,6) 
95%-CI [12,3-36,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,35-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [64,8-91,3] 
Month 6 53,5 [29,1-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS01: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 5 (25,0) 
95%-CI [8,7-49,1] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [57,9-94,5] 
Month 6 64,7 [32,2-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 1868 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:46:43 

 
Table LT1FTD_PSTS02: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.2 Merkmal: Geschlecht 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 8 (15,1) 
95%-CI [6,7-27,6] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [76,3-96,3] 
Month 6 71,9 [49,6-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS02: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 16 (20,8) 
95%-CI [12,4-31,5] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,1 [66,2-88,8] 
Month 6 60,7 [41,1-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS03: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.3 Merkmal: Ethnie 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 20 (17,4) 
95%-CI [11,0-25,6] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [75,0-91,1] 
Month 6 66,0 [50,0-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS03: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[2,79-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [48,0-95,7] 
Month 6 59,7 [23,5-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS04: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.4 Merkmal: Region-1 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 9 (17,6) 
95%-CI [8,4-30,9] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,13-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [70,8-94,5] 
Month 6 67,2 [43,7-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS04: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,32-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [61,2-93,4] 
Month 6 75,0 [47,4-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS04: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 10 (20,8) 
95%-CI [10,5-35,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [65,7-92,2] 
Month 6 58,0 [32,2-76,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS05: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.5 Merkmal: Region-2 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 9 (17,6) 
95%-CI [8,4-30,9] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,13-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [70,8-94,5] 
Month 6 67,2 [43,7-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS05: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 15 (19,0) 
95%-CI [11,0-29,4] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [70,2-90,6] 
Month 6 63,2 [43,3-77,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS06: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median 4,73[1,48-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 45,7 [6,9-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS06: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median 4,99[2,10-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [48,6-93,0] 
Month 6 42,4 [7,5-75,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS06: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 4 (23,5) 
95%-CI [6,8-49,9] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[1,48-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,0 [42,2-91,6] 
Month 6 65,1 [30,6-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS06: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 12 (14,6) 
95%-CI [7,8-24,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [74,5-93,5] 
Month 6 71,6 [52,3-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS07: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

3.15.7 Merkmal: Bulky Erkrankung 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 24 (19,0) 
95%-CI [12,6-27,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [74,9-90,3] 
Month 6 64,9 [50,4-76,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS08: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.8 Merkmal: Double/Triple-Hit 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 4 (28,6) 
95%-CI [8,4-58,1] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median 5,13[1,41-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [44,4-95,3] 
Month 6 49,2 [12,3-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS08: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 20 (17,2) 
95%-CI [10,9-25,4] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [74,6-90,9] 
Month 6 67,4 [52,0-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS09: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.9 Merkmal: Transformation des DLBCL 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 5 (20,8) 
95%-CI [7,1-42,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [64,8-97,4] 
Month 6 52,0 [15,3-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS09: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 19 (17,9) 
95%-CI [11,2-26,6] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,4 [72,6-90,2] 
Month 6 67,7 [52,2-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS10: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [60,0-88,3] 
Month 6 73,4 [54,3-85,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 1887 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:46:43 

 
Table LT1FTD_PSTS10: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [64,1-97,3] 
Month 6 69,6 [35,4-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS11: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.11 Merkmal: Maximaler längster Durchmesser 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 14 (18,4) 
95%-CI [10,5-29,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [72,2-91,9] 
Month 6 66,6 [47,9-79,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS11: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 9 (26,5) 
95%-CI [12,9-44,4] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,32-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,5 [59,0-91,5] 
Month 6 55,4 [30,1-74,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS11: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FTD_PSTS11: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FTD_PSTS12: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.12 Merkmal: Primärdiagnose 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 20 (17,9) 
95%-CI [11,3-26,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [74,6-90,9] 
Month 6 67,5 [52,0-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS12: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median 5,13[1,41-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [35,4-94,2] 
Month 6 46,8 [11,4-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS13: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[4,99-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [66,6-90,7] 
Month 6 58,3 [36,0-75,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS13: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 6 (18,8) 
95%-CI [7,2-36,4] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,71-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [62,4-93,8] 
Month 6 57,6 [21,8-81,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS13: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 5 (12,8) 
95%-CI [4,3-27,4] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [70,2-96,6] 
Month 6 78,3 [53,6-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS14: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 17 (18,5) 
95%-CI [11,1-27,9] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [70,4-89,7] 
Month 6 65,6 [47,8-78,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS14: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 4 (18,2) 
95%-CI [5,2-40,3] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [64,8-97,3] 
Month 6 68,4 [32,8-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS15: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 9 (22,5) 
95%-CI [10,8-38,5] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[4,99-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [64,8-93,1] 
Month 6 60,6 [35,9-78,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS15: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 12 (16,0) 
95%-CI [8,6-26,3] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[NE-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [70,6-92,2] 
Month 6 71,1 [53,3-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS16: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 4 (18,2) 
95%-CI [5,2-40,3] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[3,02-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,6-97,4] 
Month 6 69,4 [34,1-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS16: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 19 (18,3) 
95%-CI [11,4-27,1] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [73,2-90,8] 
Month 6 64,3 [47,7-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 1903 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:46:43 

 
Table LT1FTD_PSTS17: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
  
  
  
  
  
  
  
  
  



Sobi Page 1904 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:46:43 

 
Table LT1FTD_PSTS17: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 22 (18,0) 
95%-CI [11,7-26,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [75,7-91,4] 
Month 6 64,0 [48,4-75,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS18: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

3.15.18 Merkmal: Arzneimittelformulierung 
 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 4 (12,5) 
95%-CI [3,5-29,0] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[4,73-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [58,3-95,0] 
Month 6 70,6 [32,5-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTD_PSTS18: Time to first decrease in FACT-Lym total score by at least 26 points by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first decrease in FACT-Lym total score by at least 26 
points by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 20 (20,4) 
95%-CI [12,9-29,7] 
FACT-Lym total score - Time to decrease by at least 26 points 
in months [95%-CI] 

 

Median NE[5,78-NE] 
FACT-Lym total score - Time to decrease by at least 26 points: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [73,7-90,8] 
Month 6 63,4 [47,3-75,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16 Subgruppenanalysen zum FACT-Lym – Gesamtscore (Veränderung gegenüber Studienbeginn) 

3.16.1 Merkmal Alter 
 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym total score Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 55 (96,5) 
Mean (SD) 111,75 (24,24) 
Median (Min – Max) 116,00 [60,00-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 45 (91,8) 
Mean (SD) 3,36 (13,29) 
Median (Min – Max) 3,83 [-24,67-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 33 (89,2) 
Mean (SD) -1,88 (19,16) 
Median (Min – Max) -3,00 [-39,50-48,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 5,10 (17,31) 
Median (Min – Max) 6,42 [-31,27-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 0,80 (15,25) 
Median (Min – Max) 3,50 [-31,60-22,33] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 3,46 (20,93) 
Median (Min – Max) 4,29 [-36,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 3,50 (17,83) 
Median (Min – Max) 4,92 [-19,50-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 8,83 (23,16) 
Median (Min – Max) 4,00 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 5,65 (9,96) 
Median (Min – Max) 2,12 [-4,67-20,27] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 5,66 (17,71) 
Median (Min – Max) -2,00 [-10,00-27,27] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 25,46 (21,79) 
Median (Min – Max) 23,00 [5,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 20,76 (14,63) 
Median (Min – Max) 21,00 [6,00-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 31,47 (37,43) 
Median (Min – Max) 31,47 [5,00-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 39 (68,4) 
Mean (SD) -4,89 (18,78) 
Median (Min – Max) -6,83 [-52,83-38,00] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym total score Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 51 (96,2) 
Mean (SD) 124,49 (21,08) 
Median (Min – Max) 126,00 [70,00-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) -1,68 (16,97) 
Median (Min – Max) 0,75 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -0,08 (22,53) 
Median (Min – Max) 1,92 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -1,78 (21,82) 
Median (Min – Max) 0,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) -6,05 (23,01) 
Median (Min – Max) -7,00 [-53,00-55,00] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -3,09 (18,69) 
Median (Min – Max) -4,50 [-46,00-17,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) -6,54 (28,78) 
Median (Min – Max) 2,13 [-73,00-23,67] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,85 (11,86) 
Median (Min – Max) 4,33 [-21,33-11,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -3,74 (19,46) 
Median (Min – Max) -3,26 [-29,20-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -2,04 (23,87) 
Median (Min – Max) 4,00 [-36,87-23,67] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,89 (20,11) 
Median (Min – Max) 0,83 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,21 (18,02) 
Median (Min – Max) 2,02 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,28 (25,59) 
Median (Min – Max) -16,87 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (71,7) 
Mean (SD) -10,16 (24,67) 
Median (Min – Max) -9,33 [-54,00-60,00] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym total score Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 19 (95,0) 
Mean (SD) 121,35 (25,85) 
Median (Min – Max) 123,00 [41,67-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,34 (16,86) 
Median (Min – Max) 0,00 [-43,50-26,67] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) 9,86 (12,28) 
Median (Min – Max) 7,37 [-6,00-31,17] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 8 (61,5) 
Mean (SD) 12,65 (10,92) 
Median (Min – Max) 13,25 [-4,00-27,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 5,79 (20,04) 
Median (Min – Max) 3,18 [-19,00-42,33] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,29 (24,43) 
Median (Min – Max) 2,52 [-23,67-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 15,32 (12,87) 
Median (Min – Max) 16,17 [0,91-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 13,00 (13,98) 
Median (Min – Max) 12,17 [-1,17-28,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 12,92 (8,61) 
Median (Min – Max) 11,75 [4,00-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -1,58 (2,00) 
Median (Min – Max) -1,58 [-3,00--0,17] 
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Table LT1FTC_PSHS01: FACT-Lym total score - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,26 (7,21) 
Median (Min – Max) -2,26 [-7,36-2,83] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 10 (50,0) 
Mean (SD) -5,71 (22,98) 
Median (Min – Max) -0,50 [-34,17-23,50] 
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Table LT1FTC_PSHS02: FACT-Lym total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.2 Merkmal: Geschlecht 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym total score Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 49 (92,5) 
Mean (SD) 115,03 (25,72) 
Median (Min – Max) 119,60 [41,67-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 39 (84,8) 
Mean (SD) 5,04 (12,38) 
Median (Min – Max) 4,00 [-22,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) 4,24 (19,54) 
Median (Min – Max) 4,64 [-31,92-48,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 21 (75,0) 
Mean (SD) 7,74 (17,93) 
Median (Min – Max) 9,00 [-39,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
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Table LT1FTC_PSHS02: FACT-Lym total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
Mean (SD) 0,17 (20,48) 
Median (Min – Max) 3,18 [-53,00-42,33] 
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Table LT1FTC_PSHS02: FACT-Lym total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 2,54 (20,12) 
Median (Min – Max) 7,80 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 18 (94,7) 
Mean (SD) 0,45 (23,33) 
Median (Min – Max) 2,98 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 7,13 (16,03) 
Median (Min – Max) 4,00 [-21,33-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,24 (16,51) 
Median (Min – Max) 1,00 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -2,31 (17,78) 
Median (Min – Max) -2,00 [-36,87-27,27] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 4,56 (22,02) 
Median (Min – Max) 2,83 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 6,41 (17,29) 
Median (Min – Max) 5,50 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,98 (31,46) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS02: FACT-Lym total score - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (60,4) 
Mean (SD) -6,35 (21,76) 
Median (Min – Max) -7,08 [-54,00-42,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym total score Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 76 (98,7) 
Mean (SD) 120,59 (22,45) 
Median (Min – Max) 123,25 [60,00-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 67 (95,7) 
Mean (SD) -1,86 (16,65) 
Median (Min – Max) -1,00 [-62,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 43 (86,0) 
Mean (SD) -1,57 (19,83) 
Median (Min – Max) -2,00 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 0,71 (19,51) 
Median (Min – Max) 0,50 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) -1,39 (18,42) 
Median (Min – Max) -4,00 [-31,60-55,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,09 (21,56) 
Median (Min – Max) -5,75 [-36,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 5,85 (19,87) 
Median (Min – Max) 6,31 [-19,50-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 6,93 (22,79) 
Median (Min – Max) 4,33 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 10,60 (8,76) 
Median (Min – Max) 8,71 [2,00-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 11,91 (18,99) 
Median (Min – Max) 22,05 [-10,00-23,67] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 23,75 (1,06) 
Median (Min – Max) 23,75 [23,00-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 22,83 (2,59) 
Median (Min – Max) 22,83 [21,00-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 25,17 (NE) 
Median (Min – Max) 25,17 [25,17-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (71,4) 
Mean (SD) -7,83 (22,16) 
Median (Min – Max) -7,00 [-52,83-60,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.3 Merkmal: Ethnie 
 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym total score Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 110 (95,7) 
Mean (SD) 118,28 (23,97) 
Median (Min – Max) 121,25 [41,67-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 94 (90,4) 
Mean (SD) 0,51 (15,57) 
Median (Min – Max) 1,25 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 74 
Treated patients with non-missing values – n(%) 62 (83,8) 
Mean (SD) 0,26 (19,84) 
Median (Min – Max) 1,00 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 56 
Treated patients with non-missing values – n(%) 49 (87,5) 
Mean (SD) 3,33 (19,88) 
Median (Min – Max) 4,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 41 
Treated patients with non-missing values – n(%) 36 (87,8) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,11 (20,19) 
Median (Min – Max) -3,50 [-53,00-55,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 27 (90,0) 
Mean (SD) -0,57 (19,78) 
Median (Min – Max) -4,50 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 0,10 (21,28) 
Median (Min – Max) 3,83 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 4,71 (17,28) 
Median (Min – Max) 4,00 [-28,24-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 2,33 (14,88) 
Median (Min – Max) 4,00 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -0,79 (17,77) 
Median (Min – Max) -2,00 [-36,87-27,27] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 6,87 (21,40) 
Median (Min – Max) 3,92 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 8,49 (16,72) 
Median (Min – Max) 6,00 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 5,98 (31,46) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 75 (65,2) 
Mean (SD) -8,47 (21,83) 
Median (Min – Max) -7,17 [-54,00-60,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym total score Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 119,31 (23,62) 
Median (Min – Max) 120,00 [79,17-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 1,98 (15,71) 
Median (Min – Max) 5,00 [-22,83-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 3,99 (20,08) 
Median (Min – Max) 2,92 [-39,50-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 2,62 (15,64) 
Median (Min – Max) 6,92 [-21,00-27,17] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 1,66 (13,82) 
Median (Min – Max) -3,50 [-12,83-22,33] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 10,42 (22,87) 
Median (Min – Max) 13,92 [-21,50-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 12,87 (24,31) 
Median (Min – Max) 9,00 [-19,50-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 21,83 (23,53) 
Median (Min – Max) 11,00 [5,67-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 22,67 (NE) 
Median (Min – Max) 22,67 [22,67-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 23,67 (NE) 
Median (Min – Max) 23,67 [23,67-23,67] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 24,50 (NE) 
Median (Min – Max) 24,50 [24,50-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 24,67 (NE) 
Median (Min – Max) 24,67 [24,67-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 25,17 (NE) 
Median (Min – Max) 25,17 [25,17-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 12 (80,0) 
Mean (SD) 0,08 (21,79) 
Median (Min – Max) -1,50 [-32,53-38,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.4 Merkmal: Region-1 
 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym total score Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 116,39 (24,41) 
Median (Min – Max) 116,58 [60,00-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 1,28 (13,52) 
Median (Min – Max) -1,00 [-28,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 4,87 (16,16) 
Median (Min – Max) 2,83 [-29,00-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,98 (17,83) 
Median (Min – Max) 6,83 [-39,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,79 (20,14) 
Median (Min – Max) -4,50 [-53,00-26,67] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,24 (25,34) 
Median (Min – Max) 10,54 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 7,37 (30,77) 
Median (Min – Max) 10,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 17,55 (21,07) 
Median (Min – Max) 11,83 [-21,33-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 9,20 (17,59) 
Median (Min – Max) 18,64 [-20,33-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 14,40 (16,72) 
Median (Min – Max) 22,05 [-14,00-27,27] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 19,51 (21,50) 
Median (Min – Max) 23,00 [-11,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 16,99 (16,92) 
Median (Min – Max) 21,00 [-9,97-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 20,65 (39,74) 
Median (Min – Max) 25,17 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -4,59 (22,32) 
Median (Min – Max) -6,00 [-54,00-42,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym total score Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 124,80 (24,86) 
Median (Min – Max) 127,00 [68,65-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 21 (87,5) 
Mean (SD) -2,77 (19,50) 
Median (Min – Max) 2,00 [-62,00-28,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 11 (68,8) 
Mean (SD) -0,04 (29,16) 
Median (Min – Max) 3,00 [-39,50-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 6,86 (24,53) 
Median (Min – Max) 6,92 [-31,00-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 1,06 (24,73) 
Median (Min – Max) -1,40 [-24,82-55,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -4,89 (13,20) 
Median (Min – Max) -5,71 [-21,50-15,39] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,19 (14,05) 
Median (Min – Max) 5,33 [-19,50-16,17] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 9,63 (9,46) 
Median (Min – Max) 4,33 [4,00-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 2,98 (13,91) 
Median (Min – Max) 6,33 [-20,84-14,33] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -7,36 (NE) 
Median (Min – Max) -7,36 [-7,36--7,36] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (72,4) 
Mean (SD) -4,19 (26,56) 
Median (Min – Max) -7,67 [-52,83-60,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
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 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym total score Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 44 (91,7) 
Mean (SD) 116,61 (22,59) 
Median (Min – Max) 121,25 [41,67-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 41 (89,1) 
Mean (SD) 1,73 (15,56) 
Median (Min – Max) 2,50 [-43,50-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) -2,37 (19,34) 
Median (Min – Max) -1,00 [-60,17-48,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) -0,16 (18,24) 
Median (Min – Max) 3,50 [-56,17-27,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,83 (16,12) 
Median (Min – Max) -1,00 [-31,60-42,33] 
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Table LT1FTC_PSHS04: FACT-Lym total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 1,63 (15,97) 
Median (Min – Max) 4,29 [-21,72-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) -2,53 (14,03) 
Median (Min – Max) -1,50 [-18,80-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) -3,18 (12,71) 
Median (Min – Max) -2,58 [-28,24-20,33] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) -0,35 (14,69) 
Median (Min – Max) 2,00 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -9,01 (14,65) 
Median (Min – Max) -5,50 [-36,87-4,00] 
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Table LT1FTC_PSHS04: FACT-Lym total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -3,59 (13,05) 
Median (Min – Max) 2,83 [-18,60-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -2,93 (12,63) 
Median (Min – Max) -2,93 [-11,87-6,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -5,93 (15,46) 
Median (Min – Max) -5,93 [-16,87-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS04: FACT-Lym total score - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (58,3) 
Mean (SD) -12,05 (17,41) 
Median (Min – Max) -11,00 [-48,67-18,00] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.5 Merkmal: Region-2 
 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym total score Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 50 (98,0) 
Mean (SD) 116,39 (24,41) 
Median (Min – Max) 116,58 [60,00-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 45 
Treated patients with non-missing values – n(%) 43 (95,6) 
Mean (SD) 1,28 (13,52) 
Median (Min – Max) -1,00 [-28,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 31 (93,9) 
Mean (SD) 4,87 (16,16) 
Median (Min – Max) 2,83 [-29,00-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 25 (92,6) 
Mean (SD) 4,98 (17,83) 
Median (Min – Max) 6,83 [-39,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,79 (20,14) 
Median (Min – Max) -4,50 [-53,00-26,67] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 3,24 (25,34) 
Median (Min – Max) 10,54 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 7,37 (30,77) 
Median (Min – Max) 10,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 17,55 (21,07) 
Median (Min – Max) 11,83 [-21,33-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 9,20 (17,59) 
Median (Min – Max) 18,64 [-20,33-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 14,40 (16,72) 
Median (Min – Max) 22,05 [-14,00-27,27] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 19,51 (21,50) 
Median (Min – Max) 23,00 [-11,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 16,99 (16,92) 
Median (Min – Max) 21,00 [-9,97-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 20,65 (39,74) 
Median (Min – Max) 25,17 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 36 (70,6) 
Mean (SD) -4,59 (22,32) 
Median (Min – Max) -6,00 [-54,00-42,00] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym total score Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 75 (94,9) 
Mean (SD) 119,75 (23,52) 
Median (Min – Max) 123,83 [41,67-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 71 
Treated patients with non-missing values – n(%) 63 (88,7) 
Mean (SD) 0,27 (16,84) 
Median (Min – Max) 2,33 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 43 (81,1) 
Mean (SD) -2,02 (21,76) 
Median (Min – Max) 0,00 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 34 (85,0) 
Mean (SD) 1,91 (20,16) 
Median (Min – Max) 4,42 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) 0,15 (18,84) 
Median (Min – Max) -3,00 [-31,60-55,00] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -0,28 (15,11) 
Median (Min – Max) -4,67 [-21,72-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,85 (13,85) 
Median (Min – Max) 2,00 [-19,50-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -0,22 (12,94) 
Median (Min – Max) 2,00 [-28,24-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,84 (13,97) 
Median (Min – Max) 3,12 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -8,15 (13,57) 
Median (Min – Max) -3,00 [-36,87-4,00] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -4,53 (10,82) 
Median (Min – Max) -2,26 [-18,60-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,29 (10,04) 
Median (Min – Max) 5,00 [-11,87-6,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,29 (12,62) 
Median (Min – Max) 5,00 [-16,87-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS05: FACT-Lym total score - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 51 (64,6) 
Mean (SD) -9,19 (21,61) 
Median (Min – Max) -9,67 [-52,83-60,00] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym total score Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 123,76 (24,17) 
Median (Min – Max) 128,00 [82,01-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 6,97 (8,51) 
Median (Min – Max) 4,39 [-1,33-21,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 3,55 (20,19) 
Median (Min – Max) 3,00 [-27,74-25,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) -0,61 (6,60) 
Median (Min – Max) 0,00 [-7,50-5,67] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -8,30 (9,73) 
Median (Min – Max) -6,70 [-21,00-1,20] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -6,06 (1,75) 
Median (Min – Max) -5,71 [-7,96--4,50] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -7,04 (11,25) 
Median (Min – Max) -7,04 [-15,00-0,91] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -8,67 (17,91) 
Median (Min – Max) -8,67 [-21,33-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -12,39 (14,20) 
Median (Min – Max) -20,33 [-20,84-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,50 (7,78) 
Median (Min – Max) -8,50 [-14,00--3,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -9,18 (2,58) 
Median (Min – Max) -9,18 [-11,00--7,36] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -2,48 (10,58) 
Median (Min – Max) -2,48 [-9,97-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -8,08 (18,49) 
Median (Min – Max) -8,08 [-21,15-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) -17,07 (27,66) 
Median (Min – Max) -20,37 [-48,67-18,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym total score Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 113,09 (19,41) 
Median (Min – Max) 116,17 [70,00-141,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 5,12 (16,13) 
Median (Min – Max) 5,68 [-43,17-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) -2,50 (31,71) 
Median (Min – Max) -1,17 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,80 (31,07) 
Median (Min – Max) 3,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 3,68 (27,37) 
Median (Min – Max) 1,33 [-31,60-55,00] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -4,18 (28,78) 
Median (Min – Max) -11,72 [-36,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 4,34 (25,21) 
Median (Min – Max) 2,13 [-16,10-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,65 (29,38) 
Median (Min – Max) -8,58 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,31 (10,97) 
Median (Min – Max) 2,23 [-12,32-9,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) -0,17 (NE) 
Median (Min – Max) -0,17 [-0,17--0,17] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 2,83 (NE) 
Median (Min – Max) 2,83 [2,83-2,83] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 0,20 (27,15) 
Median (Min – Max) -4,71 [-47,00-60,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym total score Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 124,07 (19,43) 
Median (Min – Max) 123,00 [81,00-154,67] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 13 (86,7) 
Mean (SD) -5,04 (14,40) 
Median (Min – Max) -4,00 [-24,67-22,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 9 (69,2) 
Mean (SD) -14,54 (17,65) 
Median (Min – Max) -14,00 [-39,50-16,50] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 1,74 (15,38) 
Median (Min – Max) 6,00 [-16,83-24,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 2,83 (11,15) 
Median (Min – Max) 7,67 [-12,33-13,67] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -3,46 (19,66) 
Median (Min – Max) -6,58 [-21,50-20,83] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -3,00 (14,00) 
Median (Min – Max) 5,00 [-19,50-10,83] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,94 (6,11) 
Median (Min – Max) 4,33 [-5,00-6,50] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,83 (7,78) 
Median (Min – Max) 0,83 [-4,67-6,33] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (52,9) 
Mean (SD) -14,31 (24,02) 
Median (Min – Max) -16,17 [-52,83-32,00] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym total score Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 81 (98,8) 
Mean (SD) 117,94 (25,45) 
Median (Min – Max) 121,00 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 72 
Treated patients with non-missing values – n(%) 67 (93,1) 
Mean (SD) -0,16 (15,92) 
Median (Min – Max) 0,00 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 49 (90,7) 
Mean (SD) 4,17 (15,53) 
Median (Min – Max) 3,50 [-29,00-48,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 42 
Treated patients with non-missing values – n(%) 37 (88,1) 
Mean (SD) 4,26 (16,99) 
Median (Min – Max) 4,83 [-39,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) -1,67 (19,17) 
Median (Min – Max) -4,00 [-53,00-42,33] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 20 (90,9) 
Mean (SD) 5,20 (19,65) 
Median (Min – Max) 9,54 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 16 (100,0) 
Mean (SD) 4,63 (24,65) 
Median (Min – Max) 8,50 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 14,15 (13,20) 
Median (Min – Max) 11,42 [-4,00-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 8,62 (15,21) 
Median (Min – Max) 12,71 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 3,57 (20,63) 
Median (Min – Max) 4,00 [-36,87-27,27] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 15,82 (22,36) 
Median (Min – Max) 17,83 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 14,84 (16,39) 
Median (Min – Max) 17,50 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 17,81 (31,78) 
Median (Min – Max) 15,08 [-16,87-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS06: FACT-Lym total score - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (72,0) 
Mean (SD) -6,87 (19,56) 
Median (Min – Max) -7,17 [-54,00-42,00] 
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Table LT1FTC_PSHS07: FACT-Lym total score - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.7 Merkmal: Bulky Erkrankung 
 FACT-Lym total score - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym total score Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 121 (96,0) 
Mean (SD) 118,68 (23,84) 
Median (Min – Max) 121,50 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 113 
Treated patients with non-missing values – n(%) 103 (91,2) 
Mean (SD) 0,64 (15,64) 
Median (Min – Max) 1,33 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 85 
Treated patients with non-missing values – n(%) 74 (87,1) 
Mean (SD) 0,86 (19,79) 
Median (Min – Max) 1,00 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 58 (87,9) 
Mean (SD) 3,52 (19,12) 
Median (Min – Max) 5,25 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 43 (87,8) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -0,66 (19,18) 
Median (Min – Max) -3,50 [-53,00-55,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 36 
Treated patients with non-missing values – n(%) 33 (91,7) 
Mean (SD) 1,42 (20,45) 
Median (Min – Max) 4,00 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 28 (96,6) 
Mean (SD) 2,38 (21,94) 
Median (Min – Max) 4,92 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 7,05 (18,57) 
Median (Min – Max) 4,17 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 20 (100,0) 
Mean (SD) 3,35 (15,18) 
Median (Min – Max) 4,90 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 1,25 (18,35) 
Median (Min – Max) -1,08 [-36,87-27,27] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 8,82 (20,87) 
Median (Min – Max) 5,00 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 10,51 (16,50) 
Median (Min – Max) 10,00 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 9,18 (29,21) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 86 (68,3) 
Mean (SD) -7,10 (21,96) 
Median (Min – Max) -7,00 [-54,00-60,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.8 Merkmal: Double/Triple-Hit 
 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym total score Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 114,42 (22,26) 
Median (Min – Max) 113,43 [82,01-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 12 (100,0) 
Mean (SD) 2,80 (16,06) 
Median (Min – Max) 5,17 [-28,00-26,67] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 13,68 (14,93) 
Median (Min – Max) 14,58 [-16,83-29,83] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 18,53 (17,31) 
Median (Min – Max) 13,25 [0,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 6,43 (20,27) 
Median (Min – Max) 15,00 [-19,00-26,67] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
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 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 13,57 (24,95) 
Median (Min – Max) 24,64 [-23,67-28,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,80 (10,03) 
Median (Min – Max) 23,45 [7,29-25,67] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 31,81 (7,43) 
Median (Min – Max) 28,83 [26,33-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 19,78 (0,69) 
Median (Min – Max) 19,78 [19,29-20,27] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 24,66 (3,69) 
Median (Min – Max) 24,66 [22,05-27,27] 
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Table LT1FTC_PSHS08: FACT-Lym total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 35,69 (17,95) 
Median (Min – Max) 35,69 [23,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 28,13 (10,09) 
Median (Min – Max) 28,13 [21,00-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 57,93 (NE) 
Median (Min – Max) 57,93 [57,93-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (64,3) 
Mean (SD) -6,47 (29,27) 
Median (Min – Max) 5,00 [-52,33-26,67] 
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Table LT1FTC_PSHS08: FACT-Lym total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym total score Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 111 (95,7) 
Mean (SD) 118,91 (24,08) 
Median (Min – Max) 122,50 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 94 (90,4) 
Mean (SD) 0,40 (15,52) 
Median (Min – Max) 1,25 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 66 (84,6) 
Mean (SD) -0,69 (19,83) 
Median (Min – Max) -0,50 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 53 (88,3) 
Mean (SD) 1,47 (18,66) 
Median (Min – Max) 3,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -1,60 (19,12) 
Median (Min – Max) -3,75 [-53,00-55,00] 
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Table LT1FTC_PSHS08: FACT-Lym total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,25 (19,68) 
Median (Min – Max) -4,50 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,41 (22,25) 
Median (Min – Max) 3,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 3,14 (16,67) 
Median (Min – Max) 4,00 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 1,52 (14,91) 
Median (Min – Max) 3,12 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -3,44 (16,25) 
Median (Min – Max) -2,50 [-36,87-23,67] 
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Table LT1FTC_PSHS08: FACT-Lym total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,15 (14,75) 
Median (Min – Max) 2,83 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,64 (13,97) 
Median (Min – Max) 5,50 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,57 (18,80) 
Median (Min – Max) 5,00 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS08: FACT-Lym total score - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (67,2) 
Mean (SD) -7,38 (21,13) 
Median (Min – Max) -7,08 [-54,00-60,00] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.9 Merkmal: Transformation des DLBCL 
 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym total score Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 119,46 (23,70) 
Median (Min – Max) 120,00 [70,00-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) -2,77 (19,02) 
Median (Min – Max) -1,17 [-62,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -1,71 (18,69) 
Median (Min – Max) 0,50 [-38,50-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,24 (17,55) 
Median (Min – Max) 6,00 [-31,00-27,17] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -4,22 (13,01) 
Median (Min – Max) -6,10 [-21,00-22,33] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 9,28 (20,97) 
Median (Min – Max) 4,00 [-5,71-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 8,81 (21,75) 
Median (Min – Max) 2,00 [-10,20-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 12,46 (24,56) 
Median (Min – Max) 3,00 [-5,00-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -9,40 (17,50) 
Median (Min – Max) -3,00 [-29,20-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -13,96 (19,85) 
Median (Min – Max) -3,00 [-36,87--2,00] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -6,99 (11,80) 
Median (Min – Max) -7,36 [-18,60-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,29 (10,04) 
Median (Min – Max) 5,00 [-11,87-6,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -2,29 (12,62) 
Median (Min – Max) 5,00 [-16,87-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) -10,93 (24,30) 
Median (Min – Max) -11,92 [-52,83-38,00] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym total score Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 102 (96,2) 
Mean (SD) 118,17 (23,98) 
Median (Min – Max) 121,75 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 95 
Treated patients with non-missing values – n(%) 86 (90,5) 
Mean (SD) 1,48 (14,60) 
Median (Min – Max) 2,00 [-43,50-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 70 
Treated patients with non-missing values – n(%) 61 (87,1) 
Mean (SD) 1,41 (20,12) 
Median (Min – Max) 1,00 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 54 
Treated patients with non-missing values – n(%) 48 (88,9) 
Mean (SD) 3,43 (19,62) 
Median (Min – Max) 4,42 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 33 (84,6) 
Mean (SD) 0,42 (20,74) 
Median (Min – Max) -3,50 [-53,00-55,00] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 28 (90,3) 
Mean (SD) 0,02 (20,42) 
Median (Min – Max) 0,04 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 0,98 (22,21) 
Median (Min – Max) 5,33 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 5,85 (17,64) 
Median (Min – Max) 5,00 [-28,24-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 5,60 (14,12) 
Median (Min – Max) 6,33 [-20,84-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 6,31 (15,78) 
Median (Min – Max) 4,00 [-14,00-27,27] 
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Table LT1FTC_PSHS09: FACT-Lym total score - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 16,73 (20,40) 
Median (Min – Max) 17,83 [-11,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 16,99 (16,92) 
Median (Min – Max) 21,00 [-9,97-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 20,65 (39,74) 
Median (Min – Max) 25,17 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 71 (67,0) 
Mean (SD) -6,47 (21,42) 
Median (Min – Max) -6,83 [-54,00-60,00] 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym total score Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 43 (100,0) 
Mean (SD) 122,69 (22,53) 
Median (Min – Max) 125,17 [68,65-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) 1,08 (14,87) 
Median (Min – Max) 0,00 [-28,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 2,61 (21,76) 
Median (Min – Max) 1,75 [-39,50-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 23 (85,2) 
Mean (SD) 4,03 (19,65) 
Median (Min – Max) 0,00 [-31,27-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 2,54 (20,71) 
Median (Min – Max) 0,58 [-31,60-55,00] 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 6,22 (18,84) 
Median (Min – Max) 7,38 [-21,50-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 6,63 (19,59) 
Median (Min – Max) 9,00 [-19,50-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 7,98 (20,76) 
Median (Min – Max) 6,08 [-21,33-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 1,70 (15,93) 
Median (Min – Max) 5,70 [-20,84-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 3,17 (19,05) 
Median (Min – Max) -0,17 [-14,00-23,67] 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 5,44 (17,89) 
Median (Min – Max) 2,83 [-11,00-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 7,35 (24,49) 
Median (Min – Max) 7,35 [-9,97-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,01 (32,75) 
Median (Min – Max) 2,01 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 32 (74,4) 
Mean (SD) -5,65 (23,56) 
Median (Min – Max) -6,08 [-52,83-60,00] 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym total score Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 123,80 (18,71) 
Median (Min – Max) 125,00 [82,00-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) -0,61 (15,83) 
Median (Min – Max) 3,33 [-43,17-28,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -3,31 (22,95) 
Median (Min – Max) 3,50 [-60,17-26,53] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) -2,82 (20,64) 
Median (Min – Max) 3,00 [-56,17-16,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -4,31 (11,52) 
Median (Min – Max) -4,50 [-24,82-12,00] 



Sobi Page 1992 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) -5,53 (13,45) 
Median (Min – Max) -5,75 [-21,72-11,00] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 9,38 (8,02) 
Median (Min – Max) 8,00 [2,13-18,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,42 (10,30) 
Median (Min – Max) 4,00 [-8,58-11,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,56 (15,17) 
Median (Min – Max) 2,00 [-12,32-18,00] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,50 (16,26) 
Median (Min – Max) 1,50 [-10,00-13,00] 
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Table LT1FTC_PSHS10: FACT-Lym total score - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 12,67 (NE) 
Median (Min – Max) 12,67 [12,67-12,67] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 14,00 (NE) 
Median (Min – Max) 14,00 [14,00-14,00] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) -8,01 (21,80) 
Median (Min – Max) -6,00 [-47,00-42,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym total score Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 72 (94,7) 
Mean (SD) 118,54 (22,38) 
Median (Min – Max) 121,00 [60,00-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 69 
Treated patients with non-missing values – n(%) 62 (89,9) 
Mean (SD) 2,08 (15,13) 
Median (Min – Max) 1,67 [-43,17-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 50 (87,7) 
Mean (SD) 1,47 (21,95) 
Median (Min – Max) 0,25 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 39 (90,7) 
Mean (SD) 4,40 (19,25) 
Median (Min – Max) 7,83 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 



Sobi Page 1995 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 1,37 (19,10) 
Median (Min – Max) 3,18 [-53,00-55,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 23 (92,0) 
Mean (SD) -0,74 (22,35) 
Median (Min – Max) 4,00 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 21 (100,0) 
Mean (SD) 0,40 (23,13) 
Median (Min – Max) 3,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 6,09 (17,30) 
Median (Min – Max) 4,00 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 2,49 (13,62) 
Median (Min – Max) 4,00 [-29,20-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -1,26 (18,03) 
Median (Min – Max) -2,00 [-36,87-23,67] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 4,90 (16,84) 
Median (Min – Max) 3,92 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 8,96 (14,58) 
Median (Min – Max) 6,00 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 4,58 (17,17) 
Median (Min – Max) 5,00 [-16,87-25,17] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 47 (61,8) 
Mean (SD) -3,78 (24,81) 
Median (Min – Max) -6,17 [-54,00-60,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym total score Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 34 (100,0) 
Mean (SD) 118,61 (27,01) 
Median (Min – Max) 124,58 [41,67-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) -1,85 (13,77) 
Median (Min – Max) 0,67 [-43,50-21,69] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 17 (89,5) 
Mean (SD) -3,16 (14,01) 
Median (Min – Max) 1,83 [-38,50-14,67] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) -1,07 (15,27) 
Median (Min – Max) 3,00 [-31,27-23,91] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -2,92 (21,09) 
Median (Min – Max) -7,00 [-31,60-42,33] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 7,53 (15,65) 
Median (Min – Max) 8,07 [-7,96-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 9,95 (17,18) 
Median (Min – Max) 13,02 [-16,10-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 9,65 (16,35) 
Median (Min – Max) 16,08 [-14,10-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 6,93 (17,54) 
Median (Min – Max) 11,08 [-20,84-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 13,00 (NE) 
Median (Min – Max) 13,00 [13,00-13,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 12,67 (NE) 
Median (Min – Max) 12,67 [12,67-12,67] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 14,00 (NE) 
Median (Min – Max) 14,00 [14,00-14,00] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) -13,90 (17,47) 
Median (Min – Max) -9,33 [-52,83-14,57] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym total score Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 116,48 (23,96) 
Median (Min – Max) 114,25 [77,00-152,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) -7,01 (29,38) 
Median (Min – Max) 0,15 [-62,00-21,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 5,18 (21,00) 
Median (Min – Max) 7,37 [-16,83-25,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -6,71 (21,40) 
Median (Min – Max) -7,50 [-31,00-19,17] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -21,00 (0,00) 
Median (Min – Max) -21,00 [-21,00--21,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,50 (NE) 
Median (Min – Max) -4,50 [-4,50--4,50] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -15,00 (NE) 
Median (Min – Max) -15,00 [-15,00--15,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -21,33 (NE) 
Median (Min – Max) -21,33 [-21,33--21,33] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -20,33 (NE) 
Median (Min – Max) -20,33 [-20,33--20,33] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -14,00 (NE) 
Median (Min – Max) -14,00 [-14,00--14,00] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -11,00 (NE) 
Median (Min – Max) -11,00 [-11,00--11,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -9,97 (NE) 
Median (Min – Max) -9,97 [-9,97--9,97] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -21,15 (NE) 
Median (Min – Max) -21,15 [-21,15--21,15] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) -8,98 (18,31) 
Median (Min – Max) -13,42 [-26,00-16,93] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym total score Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 115,62 (26,16) 
Median (Min – Max) 126,00 [82,00-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 3,42 (6,28) 
Median (Min – Max) 5,00 [-7,52-8,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,00 (4,24) 
Median (Min – Max) 4,00 [1,00-7,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 4,00 (4,24) 
Median (Min – Max) 4,00 [1,00-7,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,50 (NE) 
Median (Min – Max) -3,50 [-3,50--3,50] 
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Table LT1FTC_PSHS11: FACT-Lym total score - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -6,40 (11,27) 
Median (Min – Max) -4,71 [-23,33-4,04] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.12 Merkmal: Primärdiagnose 
 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym total score Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 108 (96,4) 
Mean (SD) 119,02 (23,69) 
Median (Min – Max) 121,25 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 101 
Treated patients with non-missing values – n(%) 93 (92,1) 
Mean (SD) 0,83 (15,46) 
Median (Min – Max) 2,00 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 78 
Treated patients with non-missing values – n(%) 66 (84,6) 
Mean (SD) -0,39 (20,18) 
Median (Min – Max) 0,25 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 60 
Treated patients with non-missing values – n(%) 53 (88,3) 
Mean (SD) 1,78 (18,72) 
Median (Min – Max) 4,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,60 (19,12) 
Median (Min – Max) -3,75 [-53,00-55,00] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) -0,25 (19,68) 
Median (Min – Max) -4,50 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 0,41 (22,25) 
Median (Min – Max) 3,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 3,14 (16,67) 
Median (Min – Max) 4,00 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) 1,52 (14,91) 
Median (Min – Max) 3,12 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -3,44 (16,25) 
Median (Min – Max) -2,50 [-36,87-23,67] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,15 (14,75) 
Median (Min – Max) 2,83 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 4,64 (13,97) 
Median (Min – Max) 5,50 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) -0,57 (18,80) 
Median (Min – Max) 5,00 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 75 (67,0) 
Mean (SD) -7,14 (21,51) 
Median (Min – Max) -7,00 [-54,00-60,00] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym total score Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 120,14 (21,42) 
Median (Min – Max) 122,00 [87,33-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,47 (18,37) 
Median (Min – Max) -2,50 [-28,00-26,67] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 16,62 (9,09) 
Median (Min – Max) 14,58 [4,64-29,83] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 19,59 (19,14) 
Median (Min – Max) 13,30 [0,00-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 6,43 (20,27) 
Median (Min – Max) 15,00 [-19,00-26,67] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 13,57 (24,95) 
Median (Min – Max) 24,64 [-23,67-28,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 18,80 (10,03) 
Median (Min – Max) 23,45 [7,29-25,67] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 31,81 (7,43) 
Median (Min – Max) 28,83 [26,33-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 19,78 (0,69) 
Median (Min – Max) 19,78 [19,29-20,27] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 24,66 (3,69) 
Median (Min – Max) 24,66 [22,05-27,27] 
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Table LT1FTC_PSHS12: FACT-Lym total score - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 35,69 (17,95) 
Median (Min – Max) 35,69 [23,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 28,13 (10,09) 
Median (Min – Max) 28,13 [21,00-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 57,93 (NE) 
Median (Min – Max) 57,93 [57,93-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) -10,13 (28,73) 
Median (Min – Max) -21,00 [-52,33-26,67] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym total score Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 58 (98,3) 
Mean (SD) 121,35 (24,71) 
Median (Min – Max) 122,75 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 52 
Treated patients with non-missing values – n(%) 47 (90,4) 
Mean (SD) -0,91 (14,19) 
Median (Min – Max) 0,00 [-43,50-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 30 (78,9) 
Mean (SD) -4,49 (19,69) 
Median (Min – Max) -2,92 [-39,50-31,17] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) 3,19 (16,14) 
Median (Min – Max) 7,25 [-39,00-24,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -2,06 (20,12) 
Median (Min – Max) 1,10 [-53,00-42,33] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) -6,06 (20,50) 
Median (Min – Max) -6,27 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) -4,95 (23,45) 
Median (Min – Max) 2,00 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 1,12 (14,02) 
Median (Min – Max) 2,50 [-28,24-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 0,86 (15,89) 
Median (Min – Max) 5,80 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) -7,61 (16,57) 
Median (Min – Max) -2,00 [-36,87-4,00] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) -4,53 (10,82) 
Median (Min – Max) -2,26 [-18,60-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) -0,29 (10,04) 
Median (Min – Max) 5,00 [-11,87-6,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -2,29 (12,62) 
Median (Min – Max) 5,00 [-16,87-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 



Sobi Page 2019 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 37 (62,7) 
Mean (SD) -11,28 (21,45) 
Median (Min – Max) -11,83 [-54,00-42,00] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym total score Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 118,18 (22,40) 
Median (Min – Max) 123,00 [63,00-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 26 (86,7) 
Mean (SD) 0,97 (19,44) 
Median (Min – Max) 1,58 [-62,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 7,51 (18,84) 
Median (Min – Max) 4,33 [-19,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 1,84 (23,00) 
Median (Min – Max) -1,00 [-31,27-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) -0,80 (25,09) 
Median (Min – Max) -5,50 [-31,60-55,00] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 6,34 (24,03) 
Median (Min – Max) 3,17 [-23,67-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 15,48 (26,28) 
Median (Min – Max) 15,83 [-16,10-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 11,10 (26,70) 
Median (Min – Max) 4,83 [-14,10-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 8,97 (11,87) 
Median (Min – Max) 2,23 [2,00-22,67] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,83 (23,81) 
Median (Min – Max) 6,83 [-10,00-23,67] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 24,50 (NE) 
Median (Min – Max) 24,50 [24,50-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 24,67 (NE) 
Median (Min – Max) 24,67 [24,67-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 25,17 (NE) 
Median (Min – Max) 25,17 [25,17-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -2,45 (23,75) 
Median (Min – Max) -6,17 [-52,33-60,00] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym total score Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 38 (97,4) 
Mean (SD) 114,09 (23,48) 
Median (Min – Max) 113,42 [60,00-154,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 2,70 (14,06) 
Median (Min – Max) 3,00 [-43,17-26,67] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 27 
Treated patients with non-missing values – n(%) 26 (96,3) 
Mean (SD) 2,44 (19,59) 
Median (Min – Max) 3,17 [-60,17-48,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 4,16 (19,83) 
Median (Min – Max) 4,42 [-56,17-50,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 0,73 (15,12) 
Median (Min – Max) -3,00 [-24,82-26,67] 
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Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 9,63 (15,53) 
Median (Min – Max) 13,00 [-19,00-28,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 8,79 (13,05) 
Median (Min – Max) 9,00 [-15,00-25,67] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 12,43 (19,58) 
Median (Min – Max) 11,42 [-21,33-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 5,09 (16,68) 
Median (Min – Max) 8,00 [-20,33-20,27] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 7,86 (18,48) 
Median (Min – Max) 13,00 [-14,00-27,27] 



Sobi Page 2025 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS13: FACT-Lym total score - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 18,26 (24,61) 
Median (Min – Max) 17,83 [-11,00-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 15,07 (18,89) 
Median (Min – Max) 17,50 [-9,97-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 18,39 (55,92) 
Median (Min – Max) 18,39 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 29 (74,4) 
Mean (SD) -5,69 (20,90) 
Median (Min – Max) -7,00 [-48,67-38,00] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym total score Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 89 (96,7) 
Mean (SD) 118,97 (23,63) 
Median (Min – Max) 120,00 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 86 
Treated patients with non-missing values – n(%) 78 (90,7) 
Mean (SD) 1,05 (16,75) 
Median (Min – Max) 2,42 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 66 
Treated patients with non-missing values – n(%) 56 (84,8) 
Mean (SD) 0,03 (21,61) 
Median (Min – Max) -1,08 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 49 
Treated patients with non-missing values – n(%) 44 (89,8) 
Mean (SD) 1,53 (19,86) 
Median (Min – Max) 2,50 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 31 (91,2) 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,32 (21,14) 
Median (Min – Max) -4,00 [-53,00-55,00] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 24 (92,3) 
Mean (SD) 2,14 (20,32) 
Median (Min – Max) -0,25 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 22 (95,7) 
Mean (SD) 1,05 (24,21) 
Median (Min – Max) 4,92 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 4,32 (18,73) 
Median (Min – Max) 4,17 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 14 (100,0) 
Mean (SD) 0,37 (16,62) 
Median (Min – Max) 2,12 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) -3,17 (19,72) 
Median (Min – Max) -2,00 [-36,87-23,67] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 2,51 (17,47) 
Median (Min – Max) 5,00 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 4,57 (15,62) 
Median (Min – Max) 6,00 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -1,96 (21,41) 
Median (Min – Max) -5,93 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 59 (64,1) 
Mean (SD) -6,05 (22,79) 
Median (Min – Max) -7,00 [-54,00-60,00] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym total score Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 120,36 (25,18) 
Median (Min – Max) 124,58 [68,65-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 18 (100,0) 
Mean (SD) -1,91 (11,67) 
Median (Min – Max) -1,00 [-22,83-21,69] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,30 (12,53) 
Median (Min – Max) 2,42 [-24,00-17,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 4,06 (13,75) 
Median (Min – Max) 5,67 [-16,83-23,91] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) -1,66 (12,25) 
Median (Min – Max) 1,20 [-21,00-10,50] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -5,44 (22,12) 
Median (Min – Max) -0,57 [-36,00-15,39] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 2,98 (9,19) 
Median (Min – Max) 0,91 [-5,00-13,02] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 6,85 (12,52) 
Median (Min – Max) 4,00 [-4,00-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 4,36 (6,55) 
Median (Min – Max) 4,00 [-2,00-11,08] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -6,00 (4,24) 
Median (Min – Max) -6,00 [-9,00--3,00] 
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Table LT1FTC_PSHS14: FACT-Lym total score - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -7,36 (NE) 
Median (Min – Max) -7,36 [-7,36--7,36] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) -12,92 (18,54) 
Median (Min – Max) -11,42 [-52,33-18,67] 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym total score Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 39 (97,5) 
Mean (SD) 119,38 (23,80) 
Median (Min – Max) 122,00 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 37 
Treated patients with non-missing values – n(%) 34 (91,9) 
Mean (SD) -1,81 (17,97) 
Median (Min – Max) -0,88 [-62,00-28,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 26 (81,3) 
Mean (SD) -1,29 (22,24) 
Median (Min – Max) 0,25 [-60,17-31,17] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 25 
Treated patients with non-missing values – n(%) 21 (84,0) 
Mean (SD) 0,03 (19,81) 
Median (Min – Max) 0,00 [-56,17-24,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 0,78 (17,54) 
Median (Min – Max) 1,08 [-21,00-42,33] 



Sobi Page 2036 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 4,64 (17,45) 
Median (Min – Max) 7,94 [-23,67-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 3,26 (18,13) 
Median (Min – Max) 3,83 [-19,50-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,89 (17,24) 
Median (Min – Max) 3,50 [-28,24-28,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 4,46 (17,70) 
Median (Min – Max) 7,48 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) -3,67 (18,41) 
Median (Min – Max) -4,58 [-36,87-23,67] 



Sobi Page 2037 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 2,08 (17,42) 
Median (Min – Max) 2,83 [-18,60-24,50] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 4,21 (18,02) 
Median (Min – Max) 2,02 [-11,87-24,67] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) -4,28 (25,59) 
Median (Min – Max) -16,87 [-21,15-25,17] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 24 (60,0) 
Mean (SD) -11,53 (22,09) 
Median (Min – Max) -11,00 [-52,83-32,00] 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym total score Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 71 (94,7) 
Mean (SD) 117,83 (24,87) 
Median (Min – Max) 121,00 [60,00-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 64 
Treated patients with non-missing values – n(%) 57 (89,1) 
Mean (SD) 1,03 (13,85) 
Median (Min – Max) 2,00 [-43,50-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 38 (88,4) 
Mean (SD) -1,69 (15,35) 
Median (Min – Max) -1,17 [-31,92-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) 2,10 (16,31) 
Median (Min – Max) 5,25 [-39,00-27,33] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 23 
Treated patients with non-missing values – n(%) 20 (87,0) 
Mean (SD) -4,65 (18,01) 
Median (Min – Max) -4,50 [-53,00-22,33] 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) -0,31 (21,98) 
Median (Min – Max) -4,83 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 12 (92,3) 
Mean (SD) 0,86 (27,27) 
Median (Min – Max) 4,92 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 6,95 (17,71) 
Median (Min – Max) 4,17 [-14,10-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) -2,15 (10,45) 
Median (Min – Max) -0,38 [-20,84-11,08] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -2,50 (0,71) 
Median (Min – Max) -2,50 [-3,00--2,00] 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -1,18 (8,74) 
Median (Min – Max) -1,18 [-7,36-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,50 (0,71) 
Median (Min – Max) 5,50 [5,00-6,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 5,00 (0,00) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS15: FACT-Lym total score - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (73,3) 
Mean (SD) -6,41 (19,32) 
Median (Min – Max) -7,00 [-54,00-42,00] 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym total score Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 121,20 (25,63) 
Median (Min – Max) 124,58 [68,65-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) -1,26 (11,50) 
Median (Min – Max) 0,00 [-22,83-21,69] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,75 (12,20) 
Median (Min – Max) 2,42 [-24,00-17,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 2,12 (13,23) 
Median (Min – Max) 3,00 [-16,83-23,91] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -3,16 (12,63) 
Median (Min – Max) -5,00 [-21,00-14,00] 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -11,33 (21,70) 
Median (Min – Max) -12,36 [-36,00-15,39] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 6,96 (8,56) 
Median (Min – Max) 6,96 [0,91-13,02] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 12,27 (11,70) 
Median (Min – Max) 12,27 [4,00-20,54] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 7,54 (5,01) 
Median (Min – Max) 7,54 [4,00-11,08] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -3,00 (NE) 
Median (Min – Max) -3,00 [-3,00--3,00] 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -7,36 (NE) 
Median (Min – Max) -7,36 [-7,36--7,36] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 5,00 (NE) 
Median (Min – Max) 5,00 [5,00-5,00] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,71 (NE) 
Median (Min – Max) 0,71 [0,71-0,71] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) -10,38 (17,12) 
Median (Min – Max) -7,17 [-35,00-18,67] 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym total score Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 100 (96,2) 
Mean (SD) 118,33 (23,21) 
Median (Min – Max) 120,33 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 96 
Treated patients with non-missing values – n(%) 87 (90,6) 
Mean (SD) 1,21 (16,23) 
Median (Min – Max) 2,33 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 73 
Treated patients with non-missing values – n(%) 63 (86,3) 
Mean (SD) 0,88 (20,86) 
Median (Min – Max) 0,50 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 55 
Treated patients with non-missing values – n(%) 49 (89,1) 
Mean (SD) 3,26 (20,27) 
Median (Min – Max) 4,83 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 37 (92,5) 
Mean (SD) -0,75 (20,10) 
Median (Min – Max) -3,50 [-53,00-55,00] 
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Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 30 
Treated patients with non-missing values – n(%) 28 (93,3) 
Mean (SD) 2,35 (19,87) 
Median (Min – Max) 4,29 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) 1,82 (23,13) 
Median (Min – Max) 4,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 5,48 (19,19) 
Median (Min – Max) 4,00 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 1,92 (15,87) 
Median (Min – Max) 2,23 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) -0,41 (18,94) 
Median (Min – Max) -1,08 [-36,87-27,27] 



Sobi Page 2048 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FTC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:42:40 

 
Table LT1FTC_PSHS16: FACT-Lym total score - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 9,11 (22,44) 
Median (Min – Max) 5,00 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 9,68 (18,77) 
Median (Min – Max) 10,00 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 10,02 (32,58) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 4,00 (NE) 
Median (Min – Max) 4,00 [4,00-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 65 (62,5) 
Mean (SD) -6,33 (22,64) 
Median (Min – Max) -7,00 [-54,00-60,00] 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym total score Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 124,83 (24,81) 
Median (Min – Max) 129,00 [89,67-155,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,08 (24,97) 
Median (Min – Max) -3,25 [-28,00-33,33] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 12,17 (26,29) 
Median (Min – Max) 15,42 [-19,50-37,33] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 14,92 (12,52) 
Median (Min – Max) 15,75 [1,00-27,17] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
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PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) 20,89 (6,62) 
Median (Min – Max) 22,33 [13,67-26,67] 
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Table LT1FTC_PSHS17: FACT-Lym total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 31,61 (12,51) 
Median (Min – Max) 28,67 [20,83-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 27,61 (17,83) 
Median (Min – Max) 25,67 [10,83-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 28,06 (21,18) 
Median (Min – Max) 28,83 [6,50-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -4,67 (NE) 
Median (Min – Max) -4,67 [-4,67--4,67] 
 
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) -1,78 (27,84) 
Median (Min – Max) 4,00 [-52,33-23,50] 
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Table LT1FTC_PSHS17: FACT-Lym total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym total score Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 117 (95,9) 
Mean (SD) 117,97 (23,82) 
Median (Min – Max) 121,00 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 110 
Treated patients with non-missing values – n(%) 100 (90,9) 
Mean (SD) 0,65 (14,97) 
Median (Min – Max) 1,67 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 70 (85,4) 
Mean (SD) 0,22 (19,40) 
Median (Min – Max) 0,75 [-60,17-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 63 
Treated patients with non-missing values – n(%) 55 (87,3) 
Mean (SD) 2,36 (19,30) 
Median (Min – Max) 4,00 [-56,17-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 46 
Treated patients with non-missing values – n(%) 40 (87,0) 
Mean (SD) -2,28 (18,86) 
Median (Min – Max) -4,00 [-53,00-55,00] 
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Table LT1FTC_PSHS17: FACT-Lym total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 33 
Treated patients with non-missing values – n(%) 30 (90,9) 
Mean (SD) -1,59 (18,63) 
Median (Min – Max) -4,58 [-46,00-34,67] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 26 
Treated patients with non-missing values – n(%) 25 (96,2) 
Mean (SD) -0,65 (20,63) 
Median (Min – Max) 3,83 [-73,00-30,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 3,73 (16,35) 
Median (Min – Max) 4,00 [-28,24-40,27] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 19 
Treated patients with non-missing values – n(%) 19 (100,0) 
Mean (SD) 3,77 (15,48) 
Median (Min – Max) 5,80 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 1,25 (18,35) 
Median (Min – Max) -1,08 [-36,87-27,27] 
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Table LT1FTC_PSHS17: FACT-Lym total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 8,82 (20,87) 
Median (Min – Max) 5,00 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 10,51 (16,50) 
Median (Min – Max) 10,00 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 9,18 (29,21) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS17: FACT-Lym total score - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: 
Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 81 (66,4) 
Mean (SD) -7,70 (21,55) 
Median (Min – Max) -7,17 [-54,00-60,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

3.16.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym total score Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 32 (100,0) 
Mean (SD) 121,45 (22,82) 
Median (Min – Max) 125,08 [77,00-156,00] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 28 
Treated patients with non-missing values – n(%) 28 (100,0) 
Mean (SD) 1,46 (12,83) 
Median (Min – Max) 2,00 [-43,17-28,00] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) -4,35 (18,66) 
Median (Min – Max) -2,00 [-60,17-18,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) -2,58 (19,68) 
Median (Min – Max) 4,33 [-56,17-19,50] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

Mean (SD) -1,77 (14,16) 
Median (Min – Max) -3,00 [-31,60-14,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) -2,44 (12,46) 
Median (Min – Max) -1,80 [-17,17-11,00] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -2,89 (12,38) 
Median (Min – Max) 5,00 [-16,67-8,00] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) -2,69 (8,75) 
Median (Min – Max) -0,50 [-14,10-4,33] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 3,52 (2,44) 
Median (Min – Max) 2,23 [2,00-6,33] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -10,00 (NE) 
Median (Min – Max) -10,00 [-10,00--10,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 21 (65,6) 
Mean (SD) -12,34 (19,51) 
Median (Min – Max) -15,00 [-48,67-18,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym total score Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 93 (94,9) 
Mean (SD) 117,36 (24,21) 
Median (Min – Max) 119,60 [41,67-156,83] 
 
FACT-Lym total score - Change from baseline Cycle 2 Day 1 
Treated patients at visit 88 
Treated patients with non-missing values – n(%) 78 (88,6) 
Mean (SD) 0,39 (16,45) 
Median (Min – Max) 0,75 [-62,00-38,17] 
 
FACT-Lym total score - Change from baseline Cycle 3 Day 1 
Treated patients at visit 65 
Treated patients with non-missing values – n(%) 55 (84,6) 
Mean (SD) 2,66 (20,01) 
Median (Min – Max) 1,83 [-39,50-55,00] 
 
FACT-Lym total score - Change from baseline Cycle 4 Day 1 
Treated patients at visit 50 
Treated patients with non-missing values – n(%) 43 (86,0) 
Mean (SD) 5,36 (18,67) 
Median (Min – Max) 4,83 [-39,00-56,00] 
 
FACT-Lym total score - Change from baseline Cycle 5 Day 1 
Treated patients at visit 38 
Treated patients with non-missing values – n(%) 32 (84,2) 
Mean (SD) -0,28 (20,81) 
Median (Min – Max) -4,00 [-53,00-55,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym total score - Change from baseline Cycle 6 Day 1 
Treated patients at visit 31 
Treated patients with non-missing values – n(%) 29 (93,5) 
Mean (SD) 1,96 (21,42) 
Median (Min – Max) 4,57 [-46,00-45,33] 
 
FACT-Lym total score - Change from baseline Cycle 7 Day 1 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 3,53 (23,56) 
Median (Min – Max) 4,83 [-73,00-46,33] 
 
FACT-Lym total score - Change from baseline Cycle 8 Day 1 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 18 (85,7) 
Mean (SD) 9,21 (19,62) 
Median (Min – Max) 6,08 [-28,24-48,83] 
 
FACT-Lym total score - Change from baseline Cycle 9 Day 1 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 3,32 (16,52) 
Median (Min – Max) 5,80 [-29,20-24,17] 
 
FACT-Lym total score - Change from baseline Cycle 10 Day 1 
Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 2,27 (18,89) 
Median (Min – Max) -0,17 [-36,87-27,27] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym total score - Change from baseline Cycle 11 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 8,82 (20,87) 
Median (Min – Max) 5,00 [-18,60-48,38] 
 
FACT-Lym total score - Change from baseline Cycle 12 Day 1 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 10,51 (16,50) 
Median (Min – Max) 10,00 [-11,87-35,27] 
 
FACT-Lym total score - Change from baseline Cycle 13 Day 1 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 9,18 (29,21) 
Median (Min – Max) 5,00 [-21,15-57,93] 
 
FACT-Lym total score - Change from baseline Cycle 14 Day 1 
Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 2,36 (2,32) 
Median (Min – Max) 2,36 [0,71-4,00] 
 
FACT-Lym total score - Change from baseline Cycle 15 Day 1 
Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FTC_PSHS18: FACT-Lym total score - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym total score - Change from Baseline by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym total score - Change from baseline EOT 
Treated patients at visit NE 
Treated patients with non-missing values – n(%) 66 (67,3) 
Mean (SD) -5,68 (22,50) 
Median (Min – Max) -6,92 [-54,00-60,00] 
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Table LT1A_TSTS01: Time to first TEAE by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4 Endpunktkategorie: Sicherheit 

4.1 Subgruppenanalysen zu den UE 

4.1.1 Merkmal Alter 

 Time to first TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 65 (100,0) 
95%-CI [94,5-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS01: Time to first TEAE by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,07-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

 Time to first TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 20 (95,2) 
95%-CI [76,2-99,9] 
TEAE in months [95%-CI]  
Median 0,10[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 4,8 [0,3-19,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS02: Time to first TEAE by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.2 Merkmal: Geschlecht 

 Time to first TEAE by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 58 (96,7) 
95%-CI [88,5-99,6] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 2,1 [0,2-9,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS02: Time to first TEAE by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 85 (100,0) 
95%-CI [95,8-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 

 



Sobi Page 2070 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:33:55 

 
Table LT1A_TSTS03: Time to first TEAE by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.3 Merkmal: Ethnie 

 Time to first TEAE by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 130 (100,0) 
95%-CI [97,2-100,0] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS03: Time to first TEAE by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 13 (86,7) 
95%-CI [59,5-98,3] 
TEAE in months [95%-CI]  
Median 0,26[0,03-0,72] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 13,3 [2,2-34,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS04: Time to first TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.4 Merkmal: Region-1 

 Time to first TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE in months [95%-CI]  
Median 0,03[0,03-0,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,7 [0,1-8,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS04: Time to first TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 30 (96,8) 
95%-CI [83,3-99,9] 
TEAE in months [95%-CI]  
Median 0,16[0,07-0,33] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS04: Time to first TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 53 (100,0) 
95%-CI [93,3-100,0] 
TEAE in months [95%-CI]  
Median 0,26[0,10-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS05: Time to first TEAE by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.5 Merkmal: Region-2 

 Time to first TEAE by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE in months [95%-CI]  
Median 0,03[0,03-0,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,7 [0,1-8,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS05: Time to first TEAE by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 85 (98,8) 
95%-CI [93,7-100,0] 
TEAE in months [95%-CI]  
Median 0,18[0,13-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS06: Time to first TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 Time to first TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 10 (100,0) 
95%-CI [69,2-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,43] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS06: Time to first TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 22 (95,7) 
95%-CI [78,1-99,9] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS06: Time to first TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 19 (100,0) 
95%-CI [82,4-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,03-0,20] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS06: Time to first TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 92 (98,9) 
95%-CI [94,2-100,0] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,1 [0,1-5,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS07: Time to first TEAE by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.1.7 Merkmal: Bulky Erkrankung 

 Time to first TEAE by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 135 (98,5) 
95%-CI [94,8-99,8] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 0,8 [0,1-4,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS08: Time to first TEAE by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.8 Merkmal: Double/Triple-Hit 

 Time to first TEAE by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 14 (93,3) 
95%-CI [68,1-99,8] 
TEAE in months [95%-CI]  
Median 0,07[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 6,7 [0,4-26,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS08: Time to first TEAE by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 129 (99,2) 
95%-CI [95,8-100,0] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS09: Time to first TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.9 Merkmal: Transformation des DLBCL 

 Time to first TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 29 (100,0) 
95%-CI [88,1-100,0] 
TEAE in months [95%-CI]  
Median 0,07[0,03-0,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS09: Time to first TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 114 (98,3) 
95%-CI [93,9-99,8] 
TEAE in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,0 [0,1-4,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS10: Time to first TEAE by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first TEAE by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 48 (100,0) 
95%-CI [92,6-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,03-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS10: Time to first TEAE by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 22 (95,7) 
95%-CI [78,1-99,9] 
TEAE in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 4,4 [0,3-18,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS11: Time to first TEAE by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.11 Merkmal: Maximaler längster Durchmesser 

 Time to first TEAE by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 80 (97,6) 
95%-CI [91,5-99,7] 
TEAE in months [95%-CI]  
Median 0,13[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,4 [0,1-6,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS11: Time to first TEAE by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 36 (100,0) 
95%-CI [90,3-100,0] 
TEAE in months [95%-CI]  
Median 0,15[0,07-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS11: Time to first TEAE by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 10 (100,0) 
95%-CI [69,2-100,0] 
TEAE in months [95%-CI]  
Median 0,03[0,03-0,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS11: Time to first TEAE by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Maximal longest diameter 
Loncastuximab tesirine 

Data-cut 1 
 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 13 (100,0) 
95%-CI [75,3-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,33] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS12: Time to first TEAE by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.12 Merkmal: Primärdiagnose 

 Time to first TEAE by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 125 (98,4) 
95%-CI [94,4-99,8] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 0,9 [0,1-4,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS12: Time to first TEAE by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Primary disease diagnosis 
Loncastuximab tesirine 

Data-cut 1 
 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 11 (100,0) 
95%-CI [71,5-100,0] 
TEAE in months [95%-CI]  
Median 0,07[0,03-0,49] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS13: Time to first TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 Time to first TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 61 (96,8) 
95%-CI [89,0-99,6] 
TEAE in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,9 [0,2-8,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2095 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:33:55 

 
Table LT1A_TSTS13: Time to first TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 35 (100,0) 
95%-CI [90,0-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS13: Time to first TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 47 (100,0) 
95%-CI [92,5-100,0] 
TEAE in months [95%-CI]  
Median 0,07[0,03-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS14: Time to first TEAE by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE by subgroup: Response category - first 
line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 97 (98,0) 
95%-CI [92,9-99,8] 
TEAE in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,2 [0,1-5,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS14: Time to first TEAE by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Response category - first 
line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 29 (100,0) 
95%-CI [88,1-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,33] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 

 



Sobi Page 2099 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:33:55 

 
Table LT1A_TSTS15: Time to first TEAE by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 

 Time to first TEAE by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 43 (100,0) 
95%-CI [91,8-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS15: Time to first TEAE by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Response category - last line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 83 (98,8) 
95%-CI [93,5-100,0] 
TEAE in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS16: Time to first TEAE by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 

 Time to first TEAE by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 25 (100,0) 
95%-CI [86,3-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,03-0,33] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS16: Time to first TEAE by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Response category - any line 
Loncastuximab tesirine 

Data-cut 1 
 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 113 (98,3) 
95%-CI [93,9-99,8] 
TEAE in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,0 [0,1-4,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS17: Time to first TEAE by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.17 Merkmal: Vorherige CAR-T-Therapie 

 Time to first TEAE by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 13 (100,0) 
95%-CI [75,3-100,0] 
TEAE in months [95%-CI]  
Median 0,03[0,03-0,20] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSTS17: Time to first TEAE by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Prior use of T-CART therapy 
Loncastuximab tesirine 

Data-cut 1 
 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 130 (98,5) 
95%-CI [94,6-99,8] 
TEAE in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 0,9 [0,1-4,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSTS18: Time to first TEAE by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.1.18 Merkmal: Arzneimittelformulierung 

 Time to first TEAE by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 35 (100,0) 
95%-CI [90,0-100,0] 
TEAE in months [95%-CI]  
Median 0,16[0,07-0,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 2106 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:33:55 

 
Table LT1A_TSTS18: Time to first TEAE by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 108 (98,2) 
95%-CI [93,6-99,8] 
TEAE in months [95%-CI]  
Median 0,11[0,07-0,20] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,0 [0,1-5,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS01: Time to first TEAE graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2 Subgruppenanalysen zu den nicht schweren UE 

4.2.1 Merkmal Alter 

 Time to first TEAE graded < 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 63 (96,9) 
95%-CI [89,3-99,6] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,07-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS01: Time to first TEAE graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,07-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS01: Time to first TEAE graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 20 (95,2) 
95%-CI [76,2-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 4,8 [0,3-19,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS02: Time to first TEAE graded < 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.2 Merkmal: Geschlecht 

 Time to first TEAE graded < 3 by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 57 (95,0) 
95%-CI [86,1-99,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,18[0,07-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 2,3 [0,2-10,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS02: Time to first TEAE graded < 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 84 (98,8) 
95%-CI [93,6-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS03: Time to first TEAE graded < 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.3 Merkmal: Ethnie 

 Time to first TEAE graded < 3 by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 128 (98,5) 
95%-CI [94,6-99,8] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS03: Time to first TEAE graded < 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 13 (86,7) 
95%-CI [59,5-98,3] 
TEAE graded < 3 in months [95%-CI]  
Median 0,26[0,03-0,72] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 13,3 [2,2-34,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS04: Time to first TEAE graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.4 Merkmal: Region-1 

 Time to first TEAE graded < 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,07[0,03-0,10] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,7 [0,1-8,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS04: Time to first TEAE graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 28 (90,3) 
95%-CI [74,2-98,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,07-0,49] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 2116 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AN_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:37:44 

 
Table LT1AN_TSTS04: Time to first TEAE graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 53 (100,0) 
95%-CI [93,3-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,26[0,10-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS05: Time to first TEAE graded < 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.5 Merkmal: Region-2 

 Time to first TEAE graded < 3 by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 58 (98,3) 
95%-CI [90,9-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,07[0,03-0,10] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,7 [0,1-8,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS05: Time to first TEAE graded < 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 83 (96,5) 
95%-CI [90,1-99,3] 
TEAE graded < 3 in months [95%-CI]  
Median 0,18[0,13-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS06: Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 10 (100,0) 
95%-CI [69,2-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,43] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS06: Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 22 (95,7) 
95%-CI [78,1-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,30] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS06: Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 18 (94,7) 
95%-CI [74,0-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,46] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS06: Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 91 (97,8) 
95%-CI [92,4-99,7] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,3 [0,1-6,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS07: Time to first TEAE graded < 3 by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.2.7 Merkmal: Bulky Erkrankung 

 Time to first TEAE graded < 3 by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 134 (97,8) 
95%-CI [93,7-99,5] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 0,9 [0,1-4,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS08: Time to first TEAE graded < 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.8 Merkmal: Double/Triple-Hit 

 Time to first TEAE graded < 3 by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 14 (93,3) 
95%-CI [68,1-99,8] 
TEAE graded < 3 in months [95%-CI]  
Median 0,07[0,03-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 6,7 [0,4-26,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS08: Time to first TEAE graded < 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 127 (97,7) 
95%-CI [93,4-99,5] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,10-0,20] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS09: Time to first TEAE graded < 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.9 Merkmal: Transformation des DLBCL 

 Time to first TEAE graded < 3 by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 29 (100,0) 
95%-CI [88,1-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,07[0,03-0,13] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS09: Time to first TEAE graded < 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 112 (96,6) 
95%-CI [91,4-99,1] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,1 [0,1-5,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS10: Time to first TEAE graded < 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first TEAE graded < 3 by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 48 (100,0) 
95%-CI [92,6-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS10: Time to first TEAE graded < 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 20 (87,0) 
95%-CI [66,4-97,2] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 7,0 [0,5-25,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS11: Time to first TEAE graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.11 Merkmal: Maximaler längster Durchmesser 
 Time to first TEAE graded < 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 80 (97,6) 
95%-CI [91,5-99,7] 
TEAE graded < 3 in months [95%-CI]  
Median 0,15[0,07-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,4 [0,1-6,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS11: Time to first TEAE graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 36 (100,0) 
95%-CI [90,3-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,15[0,07-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS11: Time to first TEAE graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 10 (100,0) 
95%-CI [69,2-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,05[0,03-0,10] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS11: Time to first TEAE graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 11 (84,6) 
95%-CI [54,6-98,1] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,49] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS12: Time to first TEAE graded < 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.12 Merkmal: Primärdiagnose 
 Time to first TEAE graded < 3 by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 123 (96,9) 
95%-CI [92,1-99,1] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,10-0,23] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,0 [0,1-4,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS12: Time to first TEAE graded < 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 11 (100,0) 
95%-CI [71,5-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,07[0,03-0,49] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS13: Time to first TEAE graded < 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 Time to first TEAE graded < 3 by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 60 (95,2) 
95%-CI [86,7-99,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,10-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 2,1 [0,2-9,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS13: Time to first TEAE graded < 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 35 (100,0) 
95%-CI [90,0-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS13: Time to first TEAE graded < 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 46 (97,9) 
95%-CI [88,7-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS14: Time to first TEAE graded < 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE graded < 3 by subgroup: Response category 
- first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 97 (98,0) 
95%-CI [92,9-99,8] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,2 [0,1-5,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS14: Time to first TEAE graded < 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Response category 
- first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 28 (96,6) 
95%-CI [82,2-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,33] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS15: Time to first TEAE graded < 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first TEAE graded < 3 by subgroup: Response category 
- last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 42 (97,7) 
95%-CI [87,7-99,9] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS15: Time to first TEAE graded < 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Response category 
- last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 83 (98,8) 
95%-CI [93,5-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,11[0,07-0,16] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS16: Time to first TEAE graded < 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first TEAE graded < 3 by subgroup: Response category 
- any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 25 (100,0) 
95%-CI [86,3-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,03-0,33] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS16: Time to first TEAE graded < 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Response category 
- any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 112 (97,4) 
95%-CI [92,6-99,5] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,1 [0,1-5,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS17: Time to first TEAE graded < 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first TEAE graded < 3 by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 12 (92,3) 
95%-CI [64,0-99,8] 
TEAE graded < 3 in months [95%-CI]  
Median 0,10[0,03-0,30] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS17: Time to first TEAE graded < 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 129 (97,7) 
95%-CI [93,5-99,5] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,20] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 0,9 [0,1-4,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AN_TSTS18: Time to first TEAE graded < 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.2.18 Merkmal: Arzneimittelformulierung 

 Time to first TEAE graded < 3 by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 35 (100,0) 
95%-CI [90,0-100,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,16[0,07-0,26] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AN_TSTS18: Time to first TEAE graded < 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded < 3 by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 106 (96,4) 
95%-CI [91,0-99,0] 
TEAE graded < 3 in months [95%-CI]  
Median 0,13[0,07-0,23] 
TEAE graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 1,2 [0,1-5,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS01: Time to first TEAE graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3 Subgruppenanalysen zu den schweren UE 

4.3.1 Merkmal Alter 

 Time to first TEAE graded >= 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 50 (76,9) 
95%-CI [64,8-86,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,76-2,00] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 23,6 [13,5-35,3] 
Month 6 16,4 [7,6-28,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS01: Time to first TEAE graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 42 (71,2) 
95%-CI [57,9-82,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,97[1,02-3,29] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,2 [30,4-57,1] 
Month 6 16,8 [6,7-30,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS01: Time to first TEAE graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 13 (61,9) 
95%-CI [38,4-81,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,56[0,49-10,15] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,4 [12,7-57,6] 
Month 6 34,4 [12,7-57,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS02: Time to first TEAE graded >= 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.2 Merkmal: Geschlecht 

 Time to first TEAE graded >= 3 by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 38 (63,3) 
95%-CI [49,9-75,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[0,92-4,17] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,7 [29,1-55,6] 
Month 6 33,3 [19,8-47,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS02: Time to first TEAE graded >= 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 67 (78,8) 
95%-CI [68,6-86,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,45[0,95-2,43] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 28,1 [18,3-38,7] 
Month 6 10,7 [4,1-20,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS03: Time to first TEAE graded >= 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.3 Merkmal: Ethnie 

 Time to first TEAE graded >= 3 by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 92 (70,8) 
95%-CI [62,2-78,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,58[0,99-2,50] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,6 [24,8-42,6] 
Month 6 19,9 [12,2-29,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS03: Time to first TEAE graded >= 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 13 (86,7) 
95%-CI [59,5-98,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,45[0,26-3,32] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,0 [9,5-54,0] 
Month 6 15,0 [2,5-37,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS04: Time to first TEAE graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.4 Merkmal: Region-1 

 Time to first TEAE graded >= 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 46 (78,0) 
95%-CI [65,3-87,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,66-1,48] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 22,9 [12,0-35,8] 
Month 6 17,2 [7,6-29,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS04: Time to first TEAE graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 21 (67,7) 
95%-CI [48,6-83,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,56[0,76-3,48] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,9 [24,7-61,5] 
Month 6 18,3 [5,4-37,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS04: Time to first TEAE graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 38 (71,7) 
95%-CI [57,7-83,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,00[0,95-3,02] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,8 [23,2-50,4] 
Month 6 22,0 [10,6-36,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS05: Time to first TEAE graded >= 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.5 Merkmal: Region-2 

 Time to first TEAE graded >= 3 by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 46 (78,0) 
95%-CI [65,3-87,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,66-1,48] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 22,9 [12,0-35,8] 
Month 6 17,2 [7,6-29,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS05: Time to first TEAE graded >= 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 59 (68,6) 
95%-CI [57,7-78,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,40[1,18-3,02] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,3 [29,0-51,3] 
Month 6 21,4 [11,9-32,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS06: Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 7 (70,0) 
95%-CI [34,8-93,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,96[0,03-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [16,1-74,5] 
Month 6 36,0 [9,0-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS06: Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 16 (69,6) 
95%-CI [47,1-86,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,40[0,99-5,68] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,9 [19,3-59,8] 
Month 6 24,9 [7,6-47,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS06: Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 17 (89,5) 
95%-CI [66,9-98,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,48[0,76-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 11,3 [1,9-30,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS06: Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 65 (69,9) 
95%-CI [59,5-79,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,72-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,0 [25,5-46,7] 
Month 6 19,0 [9,8-30,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS07: Time to first TEAE graded >= 3 by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.3.7 Merkmal: Bulky Erkrankung 

 Time to first TEAE graded >= 3 by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 98 (71,5) 
95%-CI [63,2-78,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[1,18-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,1 [26,5-43,8] 
Month 6 20,2 [12,7-29,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS08: Time to first TEAE graded >= 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.8 Merkmal: Double/Triple-Hit 

 Time to first TEAE graded >= 3 by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 12 (80,0) 
95%-CI [51,9-95,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 0,92[0,26-2,50] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 10,4 [0,7-35,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS08: Time to first TEAE graded >= 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 93 (71,5) 
95%-CI [63,0-79,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[1,05-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,9 [27,0-44,8] 
Month 6 20,4 [12,7-29,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS09: Time to first TEAE graded >= 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.9 Merkmal: Transformation des DLBCL 

 Time to first TEAE graded >= 3 by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 21 (72,4) 
95%-CI [52,8-87,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[0,66-3,29] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,8 [16,8-51,7] 
Month 6 19,0 [6,0-37,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS09: Time to first TEAE graded >= 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 84 (72,4) 
95%-CI [63,3-80,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,48[0,99-2,50] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,2 [23,9-42,7] 
Month 6 19,2 [11,2-28,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS10: Time to first TEAE graded >= 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first TEAE graded >= 3 by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 35 (72,9) 
95%-CI [58,2-84,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,94[0,92-3,02] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,9 [23,6-52,1] 
Month 6 25,7 [13,0-40,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS10: Time to first TEAE graded >= 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 16 (69,6) 
95%-CI [47,1-86,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,00[0,43-3,48] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,2 [14,6-55,0] 
Month 6 20,5 [5,6-42,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS11: Time to first TEAE graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.11 Merkmal: Maximaler längster Durchmesser 
 Time to first TEAE graded >= 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 53 (64,6) 
95%-CI [53,3-74,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,86[1,64-3,15] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,6 [29,6-53,2] 
Month 6 25,0 [14,4-37,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS11: Time to first TEAE graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 27 (75,0) 
95%-CI [57,8-87,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,00[0,49-2,00] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 28,4 [14,3-44,2] 
Month 6 17,0 [5,3-34,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS11: Time to first TEAE graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 10 (100,0) 
95%-CI [69,2-100,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 0,76[0,03-2,43] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 20,0 [3,1-47,5] 
Month 6 10,0 [0,6-35,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS11: Time to first TEAE graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 11 (84,6) 
95%-CI [54,6-98,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 0,43[0,26-0,99] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS12: Time to first TEAE graded >= 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.12 Merkmal: Primärdiagnose 
 Time to first TEAE graded >= 3 by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 93 (73,2) 
95%-CI [64,6-80,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,58[0,99-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,6 [26,8-44,4] 
Month 6 20,5 [12,8-29,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS12: Time to first TEAE graded >= 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 8 (72,7) 
95%-CI [39,0-94,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,26-2,92] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS13: Time to first TEAE graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first TEAE graded >= 3 by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 38 (60,3) 
95%-CI [47,2-72,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,89[1,45-3,71] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,6 [32,6-59,5] 
Month 6 27,8 [15,1-41,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2179 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:34:41 

 
Table LT1AC_TSTS13: Time to first TEAE graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 26 (74,3) 
95%-CI [56,7-87,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 0,95[0,49-1,94] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,2 [16,1-47,5] 
Month 6 18,7 [5,8-37,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS13: Time to first TEAE graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Number prior 
lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 41 (87,2) 
95%-CI [74,3-95,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,66-2,10] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 21,1 [10,6-34,0] 
Month 6 10,0 [2,5-23,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS14: Time to first TEAE graded >= 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE graded >= 3 by subgroup: Response category 
- first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 73 (73,7) 
95%-CI [63,9-82,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,58[0,99-2,86] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,7 [26,8-46,6] 
Month 6 19,0 [10,7-29,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS14: Time to first TEAE graded >= 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Response category 
- first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 21 (72,4) 
95%-CI [52,8-87,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,45[0,43-2,89] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 24,0 [8,4-44,0] 
Month 6 18,0 [4,9-37,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS15: Time to first TEAE graded >= 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first TEAE graded >= 3 by subgroup: Response category 
- last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 38 (88,4) 
95%-CI [74,9-96,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[0,76-2,92] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,8 [20,8-49,2] 
Month 6 16,2 [6,7-29,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS15: Time to first TEAE graded >= 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Response category 
- last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 53 (63,1) 
95%-CI [51,9-73,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,45[0,99-2,92] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,2 [23,8-46,8] 
Month 6 25,8 [15,1-37,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS16: Time to first TEAE graded >= 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first TEAE graded >= 3 by subgroup: Response category 
- any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 16 (64,0) 
95%-CI [42,5-82,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,94[0,66-2,96] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 27,9 [9,6-49,8] 
Month 6 20,9 [5,6-42,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS16: Time to first TEAE graded >= 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Response category 
- any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 86 (74,8) 
95%-CI [65,8-82,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,41[0,95-2,43] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,7 [25,6-43,9] 
Month 6 19,4 [11,6-28,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS17: Time to first TEAE graded >= 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first TEAE graded >= 3 by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 12 (92,3) 
95%-CI [64,0-99,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 0,72[0,20-1,48] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSTS17: Time to first TEAE graded >= 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Prior use of T-
CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 93 (70,5) 
95%-CI [61,9-78,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[1,05-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,6 [27,7-45,5] 
Month 6 21,1 [13,2-30,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS18: Time to first TEAE graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.3.18 Merkmal: Arzneimittelformulierung 

 Time to first TEAE graded >= 3 by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 26 (74,3) 
95%-CI [56,7-87,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,97[0,72-2,96] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,6 [15,8-46,9] 
Month 6 17,9 [6,0-34,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSTS18: Time to first TEAE graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 79 (71,8) 
95%-CI [62,4-80,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,45[0,95-2,56] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,6 [25,0-44,4] 
Month 6 19,6 [11,3-29,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS01: Time to first serious TEAE by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4 Subgruppenanalysen zu den schwerwiegenden UE 

4.4.1 Merkmal Alter 

 Time to first serious TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 26 (40,0) 
95%-CI [28,0-52,9] 
serious TEAE in months [95%-CI]  
Median 6,44[2,50-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,9 [43,4-70,0] 
Month 6 57,9 [43,4-70,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS01: Time to first serious TEAE by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 23 (39,0) 
95%-CI [26,5-52,6] 
serious TEAE in months [95%-CI]  
Median 5,52[3,29-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,4 [59,6-83,1] 
Month 6 46,8 [28,5-63,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS01: Time to first serious TEAE by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
serious TEAE in months [95%-CI]  
Median 6,47[2,73-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [30,8-78,2] 
Month 6 58,3 [30,8-78,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS02: Time to first serious TEAE by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.2 Merkmal: Geschlecht 

 Time to first serious TEAE by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 18 (30,0) 
95%-CI [18,8-43,2] 
serious TEAE in months [95%-CI]  
Median NE[6,01-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,5 [55,2-81,4] 
Month 6 67,4 [51,5-79,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS02: Time to first serious TEAE by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 39 (45,9) 
95%-CI [35,0-57,0] 
serious TEAE in months [95%-CI]  
Median 3,94[2,89-9,10] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,1 [47,9-70,3] 
Month 6 41,7 [26,4-56,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSTS03: Time to first serious TEAE by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.3 Merkmal: Ethnie 

 Time to first serious TEAE by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 52 (40,0) 
95%-CI [31,5-49,0] 
serious TEAE in months [95%-CI]  
Median 6,01[3,29-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,6 [53,6-71,9] 
Month 6 50,8 [38,9-61,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS03: Time to first serious TEAE by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
serious TEAE in months [95%-CI]  
Median 9,10[2,30-9,10] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,2 [41,7-88,6] 
Month 6 72,2 [41,7-88,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSTS04: Time to first serious TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.4 Merkmal: Region-1 

 Time to first serious TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
serious TEAE in months [95%-CI]  
Median 4,73[2,50-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,8 [36,4-65,2] 
Month 6 46,6 [29,9-61,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS04: Time to first serious TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 17 (54,8) 
95%-CI [36,0-72,7] 
serious TEAE in months [95%-CI]  
Median 3,29[0,95-6,44] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,5 [40,9-75,4] 
Month 6 35,2 [14,6-56,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS04: Time to first serious TEAE by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
serious TEAE in months [95%-CI]  
Median NE[6,47-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [64,5-88,4] 
Month 6 71,2 [52,8-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS05: Time to first serious TEAE by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.5 Merkmal: Region-2 

 Time to first serious TEAE by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
serious TEAE in months [95%-CI]  
Median 4,73[2,50-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,8 [36,4-65,2] 
Month 6 46,6 [29,9-61,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS05: Time to first serious TEAE by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 30 (34,9) 
95%-CI [24,9-45,9] 
serious TEAE in months [95%-CI]  
Median 6,47[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,8 [61,5-81,3] 
Month 6 58,3 [43,9-70,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 2203 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:38:30 

 
Table LT1AS_TSTS06: Time to first serious TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.6 Merkmal: Krankheitsstadium nach Ann-Arbor 

 Time to first serious TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
serious TEAE in months [95%-CI]  
Median NE[1,64-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 66,7 [16,0-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS06: Time to first serious TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
serious TEAE in months [95%-CI]  
Median NE[2,79-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,1 [48,6-89,3] 
Month 6 67,6 [39,7-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS06: Time to first serious TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 9 (47,4) 
95%-CI [24,4-71,1] 
serious TEAE in months [95%-CI]  
Median 3,15[1,38-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,8 [27,8-74,1] 
Month 6 46,1 [21,1-68,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS06: Time to first serious TEAE by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 40 (43,0) 
95%-CI [32,8-53,7] 
serious TEAE in months [95%-CI]  
Median 6,01[2,92-9,10] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,4 [49,6-71,3] 
Month 6 50,3 [36,2-62,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS07: Time to first serious TEAE by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.4.7 Merkmal: Bulky Erkrankung 

 Time to first serious TEAE by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 52 (38,0) 
95%-CI [29,8-46,6] 
serious TEAE in months [95%-CI]  
Median 6,44[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [56,8-74,1] 
Month 6 55,0 [43,8-64,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS08: Time to first serious TEAE by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.8 Merkmal: Double/Triple-Hit 

 Time to first serious TEAE by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 9 (60,0) 
95%-CI [32,3-83,7] 
serious TEAE in months [95%-CI]  
Median 2,76[0,66-6,01] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,5 [11,3-61,2] 
Month 6 35,5 [11,3-61,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSTS08: Time to first serious TEAE by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 48 (36,9) 
95%-CI [28,6-45,8] 
serious TEAE in months [95%-CI]  
Median 9,10[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,4 [59,1-76,1] 
Month 6 56,2 [44,5-66,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 2210 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:38:30 

 
Table LT1AS_TSTS09: Time to first serious TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.9 Merkmal: Transformation des DLBCL 

 Time to first serious TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
serious TEAE in months [95%-CI]  
Median NE[1,64-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [42,7-80,2] 
Month 6 51,6 [27,9-71,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS09: Time to first serious TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 46 (39,7) 
95%-CI [30,7-49,2] 
serious TEAE in months [95%-CI]  
Median 6,44[3,48-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,0 [53,5-72,8] 
Month 6 53,8 [41,3-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS10: Time to first serious TEAE by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first serious TEAE by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 18 (37,5) 
95%-CI [24,0-52,6] 
serious TEAE in months [95%-CI]  
Median 9,10[3,29-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [51,8-80,0] 
Month 6 59,8 [41,3-74,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS10: Time to first serious TEAE by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
serious TEAE in months [95%-CI]  
Median 5,52[0,82-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [42,4-80,8] 
Month 6 42,2 [17,5-65,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS09: Time to first serious TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.11 Merkmal: Maximaler längster Durchmesser 

 Time to first serious TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
serious TEAE in months [95%-CI]  
Median NE[1,64-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [42,7-80,2] 
Month 6 51,6 [27,9-71,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS09: Time to first serious TEAE by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 46 (39,7) 
95%-CI [30,7-49,2] 
serious TEAE in months [95%-CI]  
Median 6,44[3,48-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,0 [53,5-72,8] 
Month 6 53,8 [41,3-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS12: Time to first serious TEAE by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.12 Merkmal: Primärdiagnose 
 Time to first serious TEAE by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 50 (39,4) 
95%-CI [30,8-48,4] 
serious TEAE in months [95%-CI]  
Median 6,47[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,4 [57,0-74,2] 
Month 6 54,6 [43,2-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS12: Time to first serious TEAE by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 7 (63,6) 
95%-CI [30,8-89,1] 
serious TEAE in months [95%-CI]  
Median 2,76[0,66-6,01] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 27,3 [4,1-58,9] 
Month 6 27,3 [4,1-58,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSTS13: Time to first serious TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 Time to first serious TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 22 (34,9) 
95%-CI [23,3-48,0] 
serious TEAE in months [95%-CI]  
Median NE[3,15-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,3 [52,6-78,4] 
Month 6 61,3 [45,7-73,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS13: Time to first serious TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
serious TEAE in months [95%-CI]  
Median 9,10[2,73-9,10] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,5 [41,1-78,0] 
Month 6 50,0 [22,5-72,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSTS13: Time to first serious TEAE by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 22 (46,8) 
95%-CI [32,1-61,9] 
serious TEAE in months [95%-CI]  
Median 3,94[2,50-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,0 [44,6-73,9] 
Month 6 43,0 [24,5-60,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS14: Time to first serious TEAE by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first serious TEAE by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 36 (36,4) 
95%-CI [26,9-46,6] 
serious TEAE in months [95%-CI]  
Median 9,10[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,4 [61,0-79,5] 
Month 6 56,5 [43,1-67,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS14: Time to first serious TEAE by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 13 (44,8) 
95%-CI [26,4-64,3] 
serious TEAE in months [95%-CI]  
Median 6,44[0,72-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,9 [29,2-70,4] 
Month 6 51,9 [29,2-70,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS15: Time to first serious TEAE by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first serious TEAE by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 17 (39,5) 
95%-CI [25,0-55,6] 
serious TEAE in months [95%-CI]  
Median 9,10[2,92-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [48,8-79,1] 
Month 6 59,0 [40,6-73,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS15: Time to first serious TEAE by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 32 (38,1) 
95%-CI [27,7-49,3] 
serious TEAE in months [95%-CI]  
Median 6,44[3,15-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,0 [52,8-74,7] 
Month 6 52,0 [36,5-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS16: Time to first serious TEAE by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first serious TEAE by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 9 (36,0) 
95%-CI [18,0-57,5] 
serious TEAE in months [95%-CI]  
Median 6,44[0,89-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,6 [37,2-80,1] 
Month 6 62,6 [37,2-80,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS16: Time to first serious TEAE by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 45 (39,1) 
95%-CI [30,2-48,7] 
serious TEAE in months [95%-CI]  
Median 6,47[3,48-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,5 [56,3-74,9] 
Month 6 53,9 [41,7-64,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS17: Time to first serious TEAE by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first serious TEAE by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
serious TEAE in months [95%-CI]  
Median 1,38[0,46-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,1 [10,4-64,8] 
Month 6 37,1 [10,4-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS17: Time to first serious TEAE by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 50 (37,9) 
95%-CI [29,6-46,7] 
serious TEAE in months [95%-CI]  
Median 6,44[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,9 [57,3-74,9] 
Month 6 55,2 [43,7-65,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS18: Time to first serious TEAE by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.4.18 Merkmal: Arzneimittelformulierung 

 Time to first serious TEAE by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
serious TEAE in months [95%-CI]  
Median 3,94[3,02-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [52,0-84,5] 
Month 6 47,7 [23,6-68,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSTS18: Time to first serious TEAE by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 44 (40,0) 
95%-CI [30,8-49,8] 
serious TEAE in months [95%-CI]  
Median 6,44[3,48-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,8 [50,9-71,0] 
Month 6 54,8 [42,4-65,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS01: Time to first TEAE leading to study drug discontinuation by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5 Subgruppenanalysen zu den Abbrüchen der Studienmedikation aufgrund von UE 

4.5.1 Merkmal Alter 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 16 (24,6) 
95%-CI [14,8-36,9] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[4,86-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [74,7-93,8] 
Month 6 65,3 [44,3-80,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS01: Time to first TEAE leading to study drug discontinuation by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[3,94-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [73,0-94,1] 
Month 6 63,9 [41,6-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS01: Time to first TEAE leading to study drug discontinuation by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 5 (23,8) 
95%-CI [8,2-47,2] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,6 [52,4-93,8] 
Month 6 59,4 [23,6-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS02: Time to first TEAE leading to study drug discontinuation by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.2 Merkmal: Geschlecht 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[6,44-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [70,4-92,6] 
Month 6 72,5 [52,9-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS02: Time to first TEAE leading to study drug discontinuation by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 22 (25,9) 
95%-CI [17,0-36,5] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 6,01[4,01-9,30] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [76,5-93,2] 
Month 6 54,9 [35,4-70,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AT_TSTS03: Time to first TEAE leading to study drug discontinuation by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.3 Merkmal: Ethnie 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 32 (24,6) 
95%-CI [17,5-32,9] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[5,55-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [75,4-90,2] 
Month 6 61,0 [46,6-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS03: Time to first TEAE leading to study drug discontinuation by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,16-9,10] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 83,3 [27,3-97,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AT_TSTS04: Time to first TEAE leading to study drug discontinuation by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.4 Merkmal: Region-1 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,55-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [71,5-93,8] 
Month 6 58,3 [33,3-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS04: Time to first TEAE leading to study drug discontinuation by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 8 (25,8) 
95%-CI [11,9-44,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 6,01[3,78-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [62,1-94,0] 
Month 6 60,2 [30,5-80,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS04: Time to first TEAE leading to study drug discontinuation by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[4,86-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [72,3-93,8] 
Month 6 67,7 [45,5-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS05: Time to first TEAE leading to study drug discontinuation by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.5 Merkmal: Region-2 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,55-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [71,5-93,8] 
Month 6 58,3 [33,3-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS05: Time to first TEAE leading to study drug discontinuation by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 21 (24,4) 
95%-CI [15,8-34,9] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[5,16-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [75,2-92,3] 
Month 6 65,4 [48,3-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS06: Time to first TEAE leading to study drug discontinuation by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[2,17-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 51,4 [11,8-81,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS06: Time to first TEAE leading to study drug discontinuation by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 4,86[3,02-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [56,5-94,6] 
Month 6 43,5 [14,5-69,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS06: Time to first TEAE leading to study drug discontinuation by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 7 (36,8) 
95%-CI [16,3-61,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 6,01[2,10-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,1 [48,0-90,4] 
Month 6 63,4 [29,6-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS06: Time to first TEAE leading to study drug discontinuation by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 16 (17,2) 
95%-CI [10,2-26,4] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,30[7,56-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [79,4-94,7] 
Month 6 70,9 [51,3-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS07: Time to first TEAE leading to study drug discontinuation by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.5.7 Merkmal: Bulky Erkrankung 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 31 (22,6) 
95%-CI [15,9-30,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [79,7-92,8] 
Month 6 64,8 [50,9-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS08: Time to first TEAE leading to study drug discontinuation by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.8 Merkmal: Double/Triple-Hit 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,30[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [59,1-99,0] 
Month 6 53,1 [8,3-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS08: Time to first TEAE leading to study drug discontinuation by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 30 (23,1) 
95%-CI [16,1-31,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [76,7-91,1] 
Month 6 64,6 [50,5-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS09: Time to first TEAE leading to study drug discontinuation by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.9 Merkmal: Transformation des DLBCL 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[3,94-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [60,9-95,2] 
Month 6 76,9 [47,4-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS09: Time to first TEAE leading to study drug discontinuation by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 30 (25,9) 
95%-CI [18,2-34,8] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[5,55-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [77,3-92,0] 
Month 6 60,6 [45,1-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS10: Time to first TEAE leading to study drug discontinuation by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 12 (25,0) 
95%-CI [13,6-39,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[4,86-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [75,4-96,2] 
Month 6 60,6 [37,2-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS10: Time to first TEAE leading to study drug discontinuation by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[3,02-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [58,6-94,9] 
Month 6 69,8 [40,5-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS11: Time to first TEAE leading to study drug discontinuation by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.11 Merkmal: Maximaler längster Durchmesser 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 19 (23,2) 
95%-CI [14,6-33,8] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,62-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [81,7-96,7] 
Month 6 67,8 [49,5-80,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS11: Time to first TEAE leading to study drug discontinuation by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 7 (19,4) 
95%-CI [8,2-36,0] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [70,2-96,6] 
Month 6 58,8 [29,8-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS11: Time to first TEAE leading to study drug discontinuation by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 2,07[0,20-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [12,0-77,6] 
Month 6 48,0 [12,0-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS11: Time to first TEAE leading to study drug discontinuation by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[0,72-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,3 [34,4-89,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS12: Time to first TEAE leading to study drug discontinuation by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.12 Merkmal: Primärdiagnose 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 31 (24,4) 
95%-CI [17,2-32,8] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[6,01-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [75,8-90,3] 
Month 6 64,1 [50,1-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS12: Time to first TEAE leading to study drug discontinuation by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,30[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 55,6 [7,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS13: Time to first TEAE leading to study drug discontinuation by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 15 (23,8) 
95%-CI [14,0-36,2] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 6,44[5,16-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [71,1-92,9] 
Month 6 64,8 [44,3-79,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS13: Time to first TEAE leading to study drug discontinuation by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[3,78-9,10] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [70,6-96,6] 
Month 6 66,4 [29,8-87,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AT_TSTS13: Time to first TEAE leading to study drug discontinuation by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 13 (27,7) 
95%-CI [15,6-42,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 7,56[3,94-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [68,2-92,8] 
Month 6 59,3 [35,5-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS14: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 24 (24,2) 
95%-CI [16,2-33,9] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,62-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [77,8-92,7] 
Month 6 63,8 [47,5-76,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2264 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AT_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:39:14 

 
Table LT1AT_TSTS14: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 4,27[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [52,9-92,8] 
Month 6 45,9 [15,4-72,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS15: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 10 (23,3) 
95%-CI [11,8-38,6] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[5,62-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [77,7-97,4] 
Month 6 71,5 [46,9-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS15: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 16 (19,0) 
95%-CI [11,3-29,1] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[4,86-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [68,8-90,4] 
Month 6 62,6 [42,9-77,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS16: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[3,48-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [53,9-96,7] 
Month 6 50,5 [16,7-77,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS16: Time to first TEAE leading to study drug discontinuation by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 27 (23,5) 
95%-CI [16,1-32,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [77,9-92,1] 
Month 6 66,0 [51,0-77,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS17: Time to first TEAE leading to study drug discontinuation by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median NE[5,62-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 66,7 [5,4-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS17: Time to first TEAE leading to study drug discontinuation by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 33 (25,0) 
95%-CI [17,9-33,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [76,7-90,7] 
Month 6 63,8 [50,1-74,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS18: Time to first TEAE leading to study drug discontinuation by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.5.18 Merkmal: Arzneimittelformulierung 
 Time to first TEAE leading to study drug discontinuation by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 6,01[3,94-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [75,7-97,2] 
Month 6 55,8 [23,9-78,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AT_TSTS18: Time to first TEAE leading to study drug discontinuation by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
TEAE = Treatment-emergent adverse event. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE leading to study drug discontinuation by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 25 (22,7) 
95%-CI [15,3-31,7] 
TEAEs leading to study drug discontinuation in months [95%-CI]  
Median 9,30[5,62-NE] 
TEAEs leading to study drug discontinuation: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [74,6-90,8] 
Month 6 65,2 [49,9-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS01: Time to first AESI infusion related events by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6 Subgruppenanalysen zum AESI – infusionsbedingte Reaktion 

4.6.1 Merkmal Alter 
 Time to first AESI infusion related events by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [82,5-96,7] 
Month 6 92,3 [82,5-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS01: Time to first AESI infusion related events by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 1 (1,7) 
95%-CI [0,0-9,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS01: Time to first AESI infusion related events by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS02: Time to first AESI infusion related events by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.2 Merkmal: Geschlecht 

 Time to first AESI infusion related events by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [82,2-98,1] 
Month 6 90,0 [73,6-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS02: Time to first AESI infusion related events by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 3 (3,5) 
95%-CI [0,7-10,0] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [89,5-98,9] 
Month 6 96,5 [89,5-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS03: Time to first AESI infusion related events by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.3 Merkmal: Ethnie 
 Time to first AESI infusion related events by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 6 (4,6) 
95%-CI [1,7-9,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [89,5-98,2] 
Month 6 93,0 [83,0-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2279 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEI_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:35:29 

 
Table LT1AEI_TSTS03: Time to first AESI infusion related events by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS04: Time to first AESI infusion related events by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.4 Merkmal: Region-1 
 Time to first AESI infusion related events by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [80,8-96,4] 
Month 6 91,5 [80,8-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS04: Time to first AESI infusion related events by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS04: Time to first AESI infusion related events by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS05: Time to first AESI infusion related events by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.5 Merkmal: Region-2 
 Time to first AESI infusion related events by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [80,8-96,4] 
Month 6 91,5 [80,8-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS05: Time to first AESI infusion related events by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 2 (2,3) 
95%-CI [0,3-8,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,2 [87,6-99,7] 
Month 6 94,4 [77,7-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS06: Time to first AESI infusion related events by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first AESI infusion related events by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS06: Time to first AESI infusion related events by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS06: Time to first AESI infusion related events by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [57,7-96,8] 
Month 6 87,5 [57,7-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS06: Time to first AESI infusion related events by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 5 (5,4) 
95%-CI [1,8-12,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [89,0-98,4] 
Month 6 92,0 [78,7-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS07: Time to first AESI infusion related events by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.6.7 Merkmal: Bulky Erkrankung 
 Time to first AESI infusion related events by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 7 (5,1) 
95%-CI [2,1-10,2] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [89,5-97,9] 
Month 6 93,0 [84,7-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS08: Time to first AESI infusion related events by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.8 Merkmal: Double/Triple-Hit 
 Time to first AESI infusion related events by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS08: Time to first AESI infusion related events by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 5 (3,8) 
95%-CI [1,3-8,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [90,6-98,7] 
Month 6 94,0 [84,4-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS09: Time to first AESI infusion related events by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.9 Merkmal: Transformation des DLBCL 
 Time to first AESI infusion related events by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [78,0-99,5] 
Month 6 96,6 [78,0-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS09: Time to first AESI infusion related events by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 6 (5,2) 
95%-CI [1,9-10,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [88,4-98,0] 
Month 6 92,3 [81,8-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS10: Time to first AESI infusion related events by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first AESI infusion related events by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [84,4-98,9] 
Month 6 91,0 [72,3-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS10: Time to first AESI infusion related events by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: B-
Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS11: Time to first AESI infusion related events by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.11 Merkmal: Maximaler längster Durchmesser 
 Time to first AESI infusion related events by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [84,8-97,2] 
Month 6 90,4 [78,5-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS11: Time to first AESI infusion related events by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-9,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2298 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEI_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:35:29 

 
Table LT1AEI_TSTS11: Time to first AESI infusion related events by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS11: Time to first AESI infusion related events by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS12: Time to first AESI infusion related events by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.12 Merkmal: Primärdiagnose 
 Time to first AESI infusion related events by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 4 (3,1) 
95%-CI [0,9-7,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [91,3-99,1] 
Month 6 94,8 [84,9-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS12: Time to first AESI infusion related events by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
AESI infusion related events in months [95%-CI]  
Median NE[0,03-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 2302 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEI_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:35:29 

 
Table LT1AEI_TSTS13: Time to first AESI infusion related events by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first AESI infusion related events by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [83,4-99,0] 
Month 6 91,6 [74,3-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS13: Time to first AESI infusion related events by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [81,4-99,6] 
Month 6 97,1 [81,4-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS13: Time to first AESI infusion related events by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [81,5-97,9] 
Month 6 93,6 [81,5-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS14: Time to first AESI infusion related events by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first AESI infusion related events by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 4 (4,0) 
95%-CI [1,1-10,0] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [89,5-98,9] 
Month 6 93,6 [82,0-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS14: Time to first AESI infusion related events by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS15: Time to first AESI infusion related events by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first AESI infusion related events by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,7 [84,6-99,7] 
Month 6 92,3 [69,6-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS15: Time to first AESI infusion related events by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 3 (3,6) 
95%-CI [0,7-10,1] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [85,2-98,6] 
Month 6 95,3 [85,2-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 2309 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEI_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:35:29 

 
Table LT1AEI_TSTS16: Time to first AESI infusion related events by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first AESI infusion related events by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS16: Time to first AESI infusion related events by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 5 (4,3) 
95%-CI [1,4-9,9] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [89,7-98,5] 
Month 6 93,5 [83,4-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS17: Time to first AESI infusion related events by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first AESI infusion related events by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS17: Time to first AESI infusion related events by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 6 (4,5) 
95%-CI [1,7-9,6] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [89,9-98,3] 
Month 6 93,4 [84,4-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS18: Time to first AESI infusion related events by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.6.18 Merkmal: Arzneimittelformulierung 
 Time to first AESI infusion related events by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEI_TSTS18: Time to first AESI infusion related events by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
AESI infusion related events in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [86,8-97,3] 
Month 6 91,4 [81,2-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS01: Time to first AESI infusion related events graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7 Subgruppenanalysen zum nicht schweren AESI – infusionsbedingte Reaktion 

4.7.1 Merkmal Alter 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [82,5-96,7] 
Month 6 92,3 [82,5-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS01: Time to first AESI infusion related events graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 1 (1,7) 
95%-CI [0,0-9,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS01: Time to first AESI infusion related events graded < 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS02: Time to first AESI infusion related events graded < 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.2 Merkmal: Geschlecht 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [82,2-98,1] 
Month 6 90,0 [73,6-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS02: Time to first AESI infusion related events graded < 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 3 (3,5) 
95%-CI [0,7-10,0] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [89,5-98,9] 
Month 6 96,5 [89,5-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS03: Time to first AESI infusion related events graded < 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.3 Merkmal: Ethnie 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 6 (4,6) 
95%-CI [1,7-9,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [89,5-98,2] 
Month 6 93,0 [83,0-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS03: Time to first AESI infusion related events graded < 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS04: Time to first AESI infusion related events graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.4 Merkmal: Region-1 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [80,8-96,4] 
Month 6 91,5 [80,8-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS04: Time to first AESI infusion related events graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS04: Time to first AESI infusion related events graded < 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS05: Time to first AESI infusion related events graded < 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.5 Merkmal: Region-2 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [80,8-96,4] 
Month 6 91,5 [80,8-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS05: Time to first AESI infusion related events graded < 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 2 (2,3) 
95%-CI [0,3-8,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,2 [87,6-99,7] 
Month 6 94,4 [77,7-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS06: Time to first AESI infusion related events graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS06: Time to first AESI infusion related events graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS06: Time to first AESI infusion related events graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [57,7-96,8] 
Month 6 87,5 [57,7-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS06: Time to first AESI infusion related events graded < 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 5 (5,4) 
95%-CI [1,8-12,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [89,0-98,4] 
Month 6 92,0 [78,7-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS07: Time to first AESI infusion related events graded < 3 by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.7.7 Merkmal: Bulky Erkrankung 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 7 (5,1) 
95%-CI [2,1-10,2] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [89,5-97,9] 
Month 6 93,0 [84,7-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS08: Time to first AESI infusion related events graded < 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.8 Merkmal: Double/Triple-Hit 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 5 (3,8) 
95%-CI [1,3-8,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [90,6-98,7] 
Month 6 94,0 [84,4-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS09: Time to first AESI infusion related events graded < 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.9 Merkmal: Transformation des DLBCL 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [78,0-99,5] 
Month 6 96,6 [78,0-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS09: Time to first AESI infusion related events graded < 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 6 (5,2) 
95%-CI [1,9-10,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [88,4-98,0] 
Month 6 92,3 [81,8-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS10: Time to first AESI infusion related events graded < 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first AESI infusion related events graded < 3 by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [84,4-98,9] 
Month 6 91,0 [72,3-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS10: Time to first AESI infusion related events graded < 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS11: Time to first AESI infusion related events graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.11 Merkmal: Maximaler längster Durchmesser 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [84,8-97,2] 
Month 6 90,4 [78,5-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS11: Time to first AESI infusion related events graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-9,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2340 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEIN_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:36:58 

 
Table LT1AEIN_TSTS11: Time to first AESI infusion related events graded < 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.12 Merkmal: Primärdiagnose 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 4 (3,1) 
95%-CI [0,9-7,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [91,3-99,1] 
Month 6 94,8 [84,9-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[0,03-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [83,4-99,0] 
Month 6 91,6 [74,3-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [81,4-99,6] 
Month 6 97,1 [81,4-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [81,5-97,9] 
Month 6 93,6 [81,5-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS14: Time to first AESI infusion related events graded < 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 4 (4,0) 
95%-CI [1,1-10,0] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [89,5-98,9] 
Month 6 93,6 [82,0-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS14: Time to first AESI infusion related events graded < 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS15: Time to first AESI infusion related events graded < 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,7 [84,6-99,7] 
Month 6 92,3 [69,6-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS15: Time to first AESI infusion related events graded < 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 3 (3,6) 
95%-CI [0,7-10,1] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [85,2-98,6] 
Month 6 95,3 [85,2-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS16: Time to first AESI infusion related events graded < 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS16: Time to first AESI infusion related events graded < 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 5 (4,3) 
95%-CI [1,4-9,9] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [89,7-98,5] 
Month 6 93,5 [83,4-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS17: Time to first AESI infusion related events graded < 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS17: Time to first AESI infusion related events graded < 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 6 (4,5) 
95%-CI [1,7-9,6] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [89,9-98,3] 
Month 6 93,4 [84,4-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS18: Time to first AESI infusion related events graded < 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.7.18 Merkmal: Arzneimittelformulierung 
 Time to first AESI infusion related events graded < 3 by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIN_TSTS18: Time to first AESI infusion related events graded < 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded < 3 by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
AESI infusion related events graded < 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded < 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [86,8-97,3] 
Month 6 91,4 [81,2-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS01: Time to first AESI infusion related events graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8 Subgruppenanalysen zum schweren AESI – infusionsbedingte Reaktion 

4.8.1 Merkmal Alter 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-5,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS01: Time to first AESI infusion related events graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 1 (1,7) 
95%-CI [0,0-9,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS01: Time to first AESI infusion related events graded >= 3 by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS02: Time to first AESI infusion related events graded >= 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.2 Merkmal: Geschlecht 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 1 (1,7) 
95%-CI [0,0-8,9] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,4 [82,8-99,6] 
Month 6 97,4 [82,8-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS02: Time to first AESI infusion related events graded >= 3 by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-4,2] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS03: Time to first AESI infusion related events graded >= 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.3 Merkmal: Ethnie 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 1 (0,8) 
95%-CI [0,0-4,2] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,7 [91,1-99,8] 
Month 6 98,7 [91,1-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS03: Time to first AESI infusion related events graded >= 3 by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS04: Time to first AESI infusion related events graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.4 Merkmal: Region-1 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS04: Time to first AESI infusion related events graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2366 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEIC_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:36:14 

 
Table LT1AEIC_TSTS04: Time to first AESI infusion related events graded >= 3 by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,3 [82,3-99,6] 
Month 6 97,3 [82,3-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS05: Time to first AESI infusion related events graded >= 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.5 Merkmal: Region-2 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2368 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEIC_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:36:14 

 
Table LT1AEIC_TSTS05: Time to first AESI infusion related events graded >= 3 by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,3] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,2 [87,6-99,7] 
Month 6 98,2 [87,6-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS06: Time to first AESI infusion related events graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS06: Time to first AESI infusion related events graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS06: Time to first AESI infusion related events graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [59,1-99,0] 
Month 6 92,9 [59,1-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS06: Time to first AESI infusion related events graded >= 3 by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-3,9] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS07: Time to first AESI infusion related events graded >= 3 by subgroup: Bulky disease 

ITT set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.8.7 Merkmal: Bulky Erkrankung 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 1 (0,7) 
95%-CI [0,0-4,0] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,9 [92,2-99,8] 
Month 6 98,9 [92,2-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS08: Time to first AESI infusion related events graded >= 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.8 Merkmal: Double/Triple-Hit 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS08: Time to first AESI infusion related events graded >= 3 by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 1 (0,8) 
95%-CI [0,0-4,2] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,8 [91,6-99,8] 
Month 6 98,8 [91,6-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS09: Time to first AESI infusion related events graded >= 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.9 Merkmal: Transformation des DLBCL 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS09: Time to first AESI infusion related events graded >= 3 by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 1 (0,9) 
95%-CI [0,0-4,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,6 [90,4-99,8] 
Month 6 98,6 [90,4-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS10: Time to first AESI infusion related events graded >= 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-7,4] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS10: Time to first AESI infusion related events graded >= 3 by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS11: Time to first AESI infusion related events graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.11 Merkmal: Maximaler längster Durchmesser 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,6] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,3 [88,6-99,8] 
Month 6 98,3 [88,6-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS11: Time to first AESI infusion related events graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-9,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS11: Time to first AESI infusion related events graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS11: Time to first AESI infusion related events graded >= 3 by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS12: Time to first AESI infusion related events graded >= 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.12 Merkmal: Primärdiagnose 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 1 (0,8) 
95%-CI [0,0-4,3] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,8 [91,6-99,8] 
Month 6 98,8 [91,6-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS12: Time to first AESI infusion related events graded >= 3 by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 2386 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AEIC_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:36:14 

 
Table LT1AEIC_TSTS13: Time to first AESI infusion related events graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 1 (1,6) 
95%-CI [0,0-8,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,4 [82,8-99,6] 
Month 6 97,4 [82,8-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS13: Time to first AESI infusion related events graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS13: Time to first AESI infusion related events graded >= 3 by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-7,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS14: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 1 (1,0) 
95%-CI [0,0-5,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,6 [90,3-99,8] 
Month 6 98,6 [90,3-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS14: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS15: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-8,2] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS15: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,5] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,7 [84,6-99,7] 
Month 6 97,7 [84,6-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS16: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS16: Time to first AESI infusion related events graded >= 3 by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 1 (0,9) 
95%-CI [0,0-4,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,7 [91,1-99,8] 
Month 6 98,7 [91,1-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS17: Time to first AESI infusion related events graded >= 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS17: Time to first AESI infusion related events graded >= 3 by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 1 (0,8) 
95%-CI [0,0-4,1] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,8 [91,8-99,8] 
Month 6 98,8 [91,8-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS18: Time to first AESI infusion related events graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.8.18 Merkmal: Arzneimittelformulierung 
 Time to first AESI infusion related events graded >= 3 by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS18: Time to first AESI infusion related events graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first AESI infusion related events graded >= 3 by 
subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 1 (0,9) 
95%-CI [0,0-5,0] 
AESI infusion related events graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
AESI infusion related events graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,5 [90,0-99,8] 
Month 6 98,5 [90,0-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AEIC_TSTS18: Time to first AESI infusion related events graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.9 Subgruppenanalysen zum schwerwiegenden AESI – infusionsbedingte Reaktion 
 
Es sind keine Ereignisse einer schwerwiegenden infusionsbedingten Reaktion aufgetreten, weshalb keine Subgruppenanalysen dargestellt werden.  
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Table LT1AEIC_TSTS18: Time to first AESI infusion related events graded >= 3 by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
AESI = Adverse event of special interest. ITT set = Intent to Treat set. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 

4.10 Subgruppenanalysen zu den UE nach SOC und PT 

4.10.1 Merkmal Alter 
 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 42 (64,6) 
95%-CI [51,8-76,1] 
TEAE in months [95%-CI]  
Median 1,38[0,49-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,7 [17,5-43,0] 
Month 6 20,8 [9,0-36,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 41 (69,5) 
95%-CI [56,1-80,8] 
TEAE in months [95%-CI]  
Median 1,41[0,95-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,3 [25,2-51,2] 
Month 6 22,8 [10,4-38,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 13 (61,9) 
95%-CI [38,4-81,9] 
TEAE in months [95%-CI]  
Median 1,38[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,8 [19,4-61,3] 
Month 6 30,6 [10,1-54,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 21 (32,3) 
95%-CI [21,2-45,1] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,4 [47,3-74,3] 
Month 6 62,4 [47,3-74,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
TEAE in months [95%-CI]  
Median NE[4,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,2 [58,4-83,5] 
Month 6 67,1 [48,2-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [56,3-92,3] 
Month 6 80,7 [56,3-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 11 (16,9) 
95%-CI [8,8-28,3] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [67,4-91,5] 
Month 6 68,5 [46,8-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
TEAE in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [67,0-89,4] 
Month 6 75,8 [58,3-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 54,8 [15,4-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 15 (23,1) 
95%-CI [13,5-35,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [63,6-86,3] 
Month 6 70,2 [54,0-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [66,8-89,2] 
Month 6 75,7 [58,2-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [59,9-97,0] 
Month 6 88,2 [59,9-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 7 (10,8) 
95%-CI [4,4-20,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [76,8-96,1] 
Month 6 81,2 [61,7-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [74,9-95,6] 
Month 6 89,2 [74,9-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 90,5 [67,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2415 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 45 (69,2) 
95%-CI [56,6-80,1] 
TEAE in months [95%-CI]  
Median 0,69[0,49-0,95] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 23,9 [13,1-36,4] 
Month 6 23,9 [13,1-36,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 28 (47,5) 
95%-CI [34,3-60,9] 
TEAE in months [95%-CI]  
Median 5,39[1,18-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,6 [44,3-70,3] 
Month 6 44,3 [26,5-60,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 9 (42,9) 
95%-CI [21,8-66,0] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,9 [25,2-71,8] 
Month 6 50,9 [25,2-71,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 33 (50,8) 
95%-CI [38,1-63,4] 
TEAE in months [95%-CI]  
Median 1,74[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,8 [28,4-56,5] 
Month 6 35,7 [21,3-50,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 20 (33,9) 
95%-CI [22,1-47,4] 
TEAE in months [95%-CI]  
Median 7,62[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,7 [53,6-79,8] 
Month 6 54,3 [34,4-70,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [53,9-91,7] 
Month 6 79,4 [53,9-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 28 (43,1) 
95%-CI [30,8-56,0] 
TEAE in months [95%-CI]  
Median 7,92[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,6 [42,0-67,2] 
Month 6 55,6 [42,0-67,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 17 (28,8) 
95%-CI [17,8-42,1] 
TEAE in months [95%-CI]  
Median 9,23[6,93-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,9 [61,1-84,3] 
Month 6 71,5 [56,5-82,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 2423 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [60,6-95,0] 
Month 6 85,2 [60,6-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 23 (35,4) 
95%-CI [23,9-48,2] 
TEAE in months [95%-CI]  
Median NE[1,77-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,2 [45,9-71,7] 
Month 6 60,2 [45,9-71,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,4 [70,4-91,0] 
Month 6 83,4 [70,4-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,7 [37,5-83,6] 
Month 6 65,7 [37,5-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 9 (13,8) 
95%-CI [6,5-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [70,8-91,4] 
Month 6 83,9 [70,8-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[5,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [72,5-92,4] 
Month 6 69,4 [42,8-85,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2429 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,3-97,4] 
Month 6 90,0 [65,3-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [79,0-98,0] 
Month 6 93,3 [79,0-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [80,7-96,4] 
Month 6 91,5 [80,7-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 90,5 [67,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 44 (67,7) 
95%-CI [54,9-78,8] 
TEAE in months [95%-CI]  
Median 0,95[0,49-1,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 28,4 [17,0-41,0] 
Month 6 15,8 [4,4-33,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 32 (54,2) 
95%-CI [40,8-67,3] 
TEAE in months [95%-CI]  
Median 2,10[1,22-3,78] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,2 [32,7-60,4] 
Month 6 30,6 [15,8-46,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [43,2-84,9] 
Month 6 69,0 [43,2-84,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2436 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 33 (50,8) 
95%-CI [38,1-63,4] 
TEAE in months [95%-CI]  
Median 3,48[2,10-4,99] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [36,2-64,0] 
Month 6 27,9 [13,4-44,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 23 (39,0) 
95%-CI [26,5-52,6] 
TEAE in months [95%-CI]  
Median 3,78[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,6 [46,4-73,6] 
Month 6 48,6 [31,1-64,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [53,9-93,9] 
Month 6 82,1 [53,9-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 18 (27,7) 
95%-CI [17,3-40,2] 
TEAE in months [95%-CI]  
Median NE[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,3 [55,6-82,2] 
Month 6 54,9 [36,0-70,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[5,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,1 [59,8-87,7] 
Month 6 70,1 [48,0-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 19 (29,2) 
95%-CI [18,6-41,8] 
TEAE in months [95%-CI]  
Median 7,56[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [49,7-76,9] 
Month 6 65,2 [49,7-76,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [82,8-98,9] 
Month 6 85,5 [63,4-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 15 (23,1) 
95%-CI [13,5-35,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,1 [58,7-83,2] 
Month 6 73,1 [58,7-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [76,1-96,4] 
Month 6 80,4 [59,1-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[4,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 79,0 [31,8-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [82,3-97,3] 
Month 6 89,4 [75,1-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [76,3-96,4] 
Month 6 86,4 [69,2-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 39 (60,0) 
95%-CI [47,1-72,0] 
TEAE in months [95%-CI]  
Median 0,82[0,43-4,63] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,9 [25,5-50,3] 
Month 6 30,4 [15,1-47,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
TEAE in months [95%-CI]  
Median NE[0,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,3 [37,0-63,8] 
Month 6 51,3 [37,0-63,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 11 (52,4) 
95%-CI [29,8-74,3] 
TEAE in months [95%-CI]  
Median 2,76[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,2 [25,5-69,2] 
Month 6 49,2 [25,5-69,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 17 (26,2) 
95%-CI [16,0-38,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [54,7-80,2] 
Month 6 69,4 [54,7-80,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [63,1-86,5] 
Month 6 72,4 [55,3-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [53,9-91,9] 
Month 6 79,6 [53,9-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [69,8-91,2] 
Month 6 76,9 [57,0-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [68,3-91,5] 
Month 6 77,7 [58,4-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
TEAE in months [95%-CI]  
Median 11,30[2,63-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,0 [42,5-87,2] 
Month 6 71,0 [42,5-87,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 15 (23,1) 
95%-CI [13,5-35,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,2 [59,5-84,3] 
Month 6 68,9 [51,1-81,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [84,8-98,3] 
Month 6 94,8 [84,8-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2463 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 11 (16,9) 
95%-CI [8,8-28,3] 
TEAE in months [95%-CI]  
Median NE[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [70,6-91,7] 
Month 6 78,0 [58,8-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [80,3-97,1] 
Month 6 92,3 [80,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median NE[5,42-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [67,6-90,5] 
Month 6 72,9 [47,9-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [79,5-96,1] 
Month 6 85,6 [67,3-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[4,96-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2469 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 35 (53,8) 
95%-CI [41,0-66,3] 
TEAE in months [95%-CI]  
Median 2,14[1,25-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,7 [36,1-61,9] 
Month 6 36,4 [21,5-51,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 30 (50,8) 
95%-CI [37,5-64,1] 
TEAE in months [95%-CI]  
Median 3,52[0,72-8,51] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,0 [43,2-68,6] 
Month 6 42,9 [25,8-58,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 12 (57,1) 
95%-CI [34,0-78,2] 
TEAE in months [95%-CI]  
Median 2,53[0,26-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,5 [18,8-63,0] 
Month 6 41,5 [18,8-63,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 11 (16,9) 
95%-CI [8,8-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [66,4-88,9] 
Month 6 80,3 [66,4-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [71,0-91,2] 
Month 6 83,7 [71,0-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [56,4-96,8] 
Month 6 87,3 [56,4-96,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median NE[5,75-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [71,7-93,0] 
Month 6 67,1 [41,6-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [73,7-92,7] 
Month 6 78,7 [57,5-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[4,96-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 76,9 [31,3-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 9 (13,8) 
95%-CI [6,5-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [76,5-94,2] 
Month 6 83,9 [68,5-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [71,2-91,3] 
Month 6 78,6 [61,2-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[4,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [58,5-97,0] 
Month 6 75,4 [37,2-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [76,7-94,2] 
Month 6 76,7 [58,8-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [74,6-93,6] 
Month 6 87,0 [74,6-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [54,6-94,4] 
Month 6 82,9 [54,6-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 6 (9,2) 
95%-CI [3,5-19,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [79,8-95,6] 
Month 6 90,4 [79,8-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [79,6-96,2] 
Month 6 91,0 [79,6-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2486 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 2 (3,1) 
95%-CI [0,4-10,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,9 [88,3-99,2] 
Month 6 96,9 [88,3-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [80,0-96,2] 
Month 6 86,1 [68,5-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 90,5 [67,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [81,1-96,5] 
Month 6 91,7 [81,1-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [84,7-98,3] 
Month 6 94,8 [84,7-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [56,4-96,8] 
Month 6 87,3 [56,4-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 33 (50,8) 
95%-CI [38,1-63,4] 
TEAE in months [95%-CI]  
Median 2,07[1,41-2,79] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,9 [18,4-48,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
TEAE in months [95%-CI]  
Median 3,06[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,6 [35,7-63,7] 
Month 6 22,1 [2,0-55,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
TEAE in months [95%-CI]  
Median NE[1,12-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,5 [39,5-81,4] 
Month 6 51,6 [22,0-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,0 [63,2-88,6] 
Month 6 79,0 [63,2-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [79,5-97,0] 
Month 6 91,9 [79,5-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [59,5-94,8] 
Month 6 75,3 [44,4-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 8 (12,3) 
95%-CI [5,5-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [72,9-92,5] 
Month 6 85,5 [72,9-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [69,4-91,5] 
Month 6 83,5 [69,4-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 85,3 [50,5-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 9 (13,8) 
95%-CI [6,5-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [66,0-89,9] 
Month 6 81,0 [66,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [81,2-97,1] 
Month 6 92,5 [81,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 8 (12,3) 
95%-CI [5,5-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [67,6-92,1] 
Month 6 77,1 [55,8-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [75,6-94,6] 
Month 6 80,9 [58,3-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 31 (47,7) 
95%-CI [35,1-60,5] 
TEAE in months [95%-CI]  
Median 2,86[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,4 [33,1-60,5] 
Month 6 36,9 [20,7-53,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 23 (39,0) 
95%-CI [26,5-52,6] 
TEAE in months [95%-CI]  
Median 4,34[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,3 [54,0-80,4] 
Month 6 46,8 [27,6-63,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2510 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
TEAE in months [95%-CI]  
Median NE[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [49,1-91,2] 
Month 6 55,7 [22,3-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 19 (29,2) 
95%-CI [18,6-41,8] 
TEAE in months [95%-CI]  
Median NE[4,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,1 [52,1-78,4] 
Month 6 62,0 [44,6-75,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [70,4-93,0] 
Month 6 79,1 [58,7-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE in months [95%-CI]  
Median NE[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [49,1-91,2] 
Month 6 77,4 [49,1-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 6 (9,2) 
95%-CI [3,5-19,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [75,2-94,9] 
Month 6 88,5 [75,2-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [80,0-96,2] 
Month 6 80,9 [59,1-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[4,90-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 75,4 [33,3-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [77,3-96,8] 
Month 6 84,8 [62,4-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [75,5-94,7] 
Month 6 76,4 [53,7-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 18 (27,7) 
95%-CI [17,3-40,2] 
TEAE in months [95%-CI]  
Median NE[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [52,2-79,9] 
Month 6 59,4 [41,0-73,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 22 (37,3) 
95%-CI [25,0-50,9] 
TEAE in months [95%-CI]  
Median 4,83[2,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,7 [45,4-74,4] 
Month 6 42,3 [18,4-64,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,5 [29,6-75,2] 
Month 6 55,5 [29,6-75,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 25 (38,5) 
95%-CI [26,7-51,4] 
TEAE in months [95%-CI]  
Median 5,22[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,7 [40,6-70,0] 
Month 6 37,8 [18,3-57,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,6 [60,1-85,8] 
Month 6 70,6 [52,4-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 7 (33,3) 
95%-CI [14,6-57,0] 
TEAE in months [95%-CI]  
Median NE[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,8 [40,8-84,5] 
Month 6 50,8 [17,0-77,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 22 (33,8) 
95%-CI [22,6-46,6] 
TEAE in months [95%-CI]  
Median 5,29[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [58,2-81,5] 
Month 6 47,3 [27,3-64,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median 9,23[5,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [76,3-94,1] 
Month 6 70,6 [45,1-85,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 7 (33,3) 
95%-CI [14,6-57,0] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,6 [32,8-79,9] 
Month 6 60,6 [32,8-79,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 11 (16,9) 
95%-CI [8,8-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [74,0-92,3] 
Month 6 73,7 [52,2-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [87,1-99,1] 
Month 6 96,6 [87,1-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 90,5 [67,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 14 (21,5) 
95%-CI [12,3-33,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,7 [62,7-86,0] 
Month 6 72,2 [55,7-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 12 (20,3) 
95%-CI [11,0-32,8] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [68,2-89,7] 
Month 6 77,0 [60,6-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [62,0-95,2] 
Month 6 85,7 [62,0-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2535 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [82,5-97,4] 
Month 6 93,1 [82,5-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [80,9-97,1] 
Month 6 87,8 [70,8-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 15 (23,1) 
95%-CI [13,5-35,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [53,7-81,3] 
Month 6 69,8 [53,7-81,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [68,7-89,9] 
Month 6 81,9 [68,7-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2540 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [61,3-95,1] 
Month 6 85,5 [61,3-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 9 (13,8) 
95%-CI [6,5-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [64,7-89,9] 
Month 6 80,6 [64,7-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [75,6-94,7] 
Month 6 88,3 [75,6-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE in months [95%-CI]  
Median 7,92[4,14-7,92] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [68,6-93,0] 
Month 6 69,4 [46,2-84,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [75,4-96,6] 
Month 6 77,5 [56,1-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [61,8-97,2] 
Month 6 88,9 [61,8-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 9 (13,8) 
95%-CI [6,5-24,7] 
TEAE in months [95%-CI]  
Median NE[6,67-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [74,3-93,7] 
Month 6 79,8 [57,8-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [71,1-92,1] 
Month 6 78,9 [60,2-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2550 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 7 (10,8) 
95%-CI [4,4-20,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [74,3-93,7] 
Month 6 87,0 [74,3-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [83,0-98,1] 
Month 6 94,2 [83,0-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 95,0 [69,5-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [79,2-96,1] 
Month 6 90,8 [79,2-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [77,8-95,1] 
Month 6 89,4 [77,8-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [62,0-95,2] 
Month 6 85,7 [62,0-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [80,9-97,2] 
Month 6 92,5 [80,9-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2557 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [71,9-93,3] 
Month 6 81,2 [63,5-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 3 (4,6) 
95%-CI [1,0-12,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [85,0-98,3] 
Month 6 94,9 [85,0-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [73,2-94,4] 
Month 6 87,4 [73,2-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS01: Time to first TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [63,2-97,2] 
Month 6 89,3 [63,2-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.2 Merkmal: Geschlecht 
 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 40 (66,7) 
95%-CI [53,3-78,3] 
TEAE in months [95%-CI]  
Median 1,18[0,72-2,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,3 [21,7-47,3] 
Month 6 25,4 [13,6-39,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 56 (65,9) 
95%-CI [54,8-75,8] 
TEAE in months [95%-CI]  
Median 1,41[0,82-2,56] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,9 [24,8-47,2] 
Month 6 18,8 [6,9-35,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 18 (30,0) 
95%-CI [18,8-43,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,8 [50,7-77,3] 
Month 6 65,8 [50,7-77,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 22 (25,9) 
95%-CI [17,0-36,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [60,7-81,5] 
Month 6 67,1 [50,7-79,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2566 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 14 (23,3) 
95%-CI [13,4-36,0] 
TEAE in months [95%-CI]  
Median NE[4,90-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [69,4-90,9] 
Month 6 65,7 [45,5-80,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 15 (17,6) 
95%-CI [10,2-27,4] 
TEAE in months [95%-CI]  
Median 9,10[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [72,1-91,6] 
Month 6 70,4 [48,8-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [64,2-88,3] 
Month 6 72,5 [55,8-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 16 (18,8) 
95%-CI [11,2-28,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [71,0-88,4] 
Month 6 78,0 [65,3-86,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 5 (8,3) 
95%-CI [2,8-18,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [79,0-96,0] 
Month 6 90,7 [79,0-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [78,4-95,1] 
Month 6 81,7 [65,0-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 32 (53,3) 
95%-CI [40,0-66,3] 
TEAE in months [95%-CI]  
Median 1,38[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,4 [31,4-58,3] 
Month 6 40,3 [25,1-55,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 50 (58,8) 
95%-CI [47,6-69,4] 
TEAE in months [95%-CI]  
Median 1,41[0,72-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,2 [28,7-51,4] 
Month 6 35,1 [23,4-47,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 25 (41,7) 
95%-CI [29,1-55,1] 
TEAE in months [95%-CI]  
Median 5,39[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,5 [39,9-67,0] 
Month 6 49,6 [33,4-63,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 32 (37,6) 
95%-CI [27,4-48,8] 
TEAE in months [95%-CI]  
Median 7,62[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,0 [48,9-72,7] 
Month 6 50,9 [36,2-63,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 22 (36,7) 
95%-CI [24,6-50,1] 
TEAE in months [95%-CI]  
Median 7,92[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [51,2-76,5] 
Month 6 62,4 [47,4-74,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 26 (30,6) 
95%-CI [21,0-41,5] 
TEAE in months [95%-CI]  
Median 6,93[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,4 [58,1-78,2] 
Month 6 69,4 [58,1-78,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 21 (35,0) 
95%-CI [23,1-48,4] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,0 [43,3-71,7] 
Month 6 59,0 [43,3-71,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 17 (20,0) 
95%-CI [12,1-30,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [66,5-85,7] 
Month 6 77,8 [66,5-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [68,3-89,7] 
Month 6 71,0 [51,0-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [78,0-93,7] 
Month 6 88,0 [78,0-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 5 (8,3) 
95%-CI [2,8-18,4] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [83,2-97,4] 
Month 6 93,3 [83,2-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,6-14,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,2-96,3] 
Month 6 91,5 [81,2-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 30 (50,0) 
95%-CI [36,8-63,2] 
TEAE in months [95%-CI]  
Median 2,10[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,7 [33,3-60,7] 
Month 6 41,3 [26,8-55,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 52 (61,2) 
95%-CI [50,0-71,6] 
TEAE in months [95%-CI]  
Median 1,48[0,95-2,83] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,6 [27,3-49,8] 
Month 6 23,4 [10,8-38,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 23 (38,3) 
95%-CI [26,1-51,8] 
TEAE in months [95%-CI]  
Median 8,05[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,8 [49,5-76,4] 
Month 6 51,5 [34,8-66,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 36 (42,4) 
95%-CI [31,7-53,6] 
TEAE in months [95%-CI]  
Median 4,14[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,1 [43,1-67,3] 
Month 6 36,3 [20,3-52,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [63,0-87,8] 
Month 6 69,3 [50,4-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 17 (20,0) 
95%-CI [12,1-30,1] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,9 [63,4-86,0] 
Month 6 66,6 [49,6-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [67,8-90,4] 
Month 6 75,3 [58,7-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 11 (12,9) 
95%-CI [6,6-22,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [70,9-90,5] 
Month 6 83,1 [70,9-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 11 (18,3) 
95%-CI [9,5-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [70,9-92,0] 
Month 6 72,4 [53,5-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 12 (14,1) 
95%-CI [7,5-23,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [71,4-90,1] 
Month 6 82,9 [71,4-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [81,2-97,1] 
Month 6 92,5 [81,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,6-14,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [82,8-97,5] 
Month 6 87,7 [73,7-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 30 (50,0) 
95%-CI [36,8-63,2] 
TEAE in months [95%-CI]  
Median 2,76[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,1 [31,6-59,4] 
Month 6 46,1 [31,6-59,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 47 (55,3) 
95%-CI [44,1-66,1] 
TEAE in months [95%-CI]  
Median 1,41[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,2 [33,1-54,7] 
Month 6 38,6 [24,9-52,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 14 (23,3) 
95%-CI [13,4-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,6 [59,2-83,6] 
Month 6 73,6 [59,2-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2599 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 20 (23,5) 
95%-CI [15,0-34,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [62,4-83,2] 
Month 6 69,8 [54,6-80,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 9 (15,0) 
95%-CI [7,1-26,6] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [64,2-90,4] 
Month 6 80,9 [64,2-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 16 (18,8) 
95%-CI [11,2-28,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [70,5-88,8] 
Month 6 71,1 [52,0-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [61,5-86,2] 
Month 6 76,4 [61,5-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 7 (8,2) 
95%-CI [3,4-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [84,0-96,6] 
Month 6 87,0 [69,4-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [82,5-97,3] 
Month 6 93,1 [82,5-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 12 (14,1) 
95%-CI [7,5-23,4] 
TEAE in months [95%-CI]  
Median NE[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [75,6-92,6] 
Month 6 80,2 [61,6-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 7 (11,7) 
95%-CI [4,8-22,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [74,7-94,4] 
Month 6 82,7 [64,5-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 10 (11,8) 
95%-CI [5,8-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [79,3-94,5] 
Month 6 76,6 [51,9-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 36 (60,0) 
95%-CI [46,5-72,4] 
TEAE in months [95%-CI]  
Median 3,38[0,99-5,75] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,1 [36,1-62,6] 
Month 6 35,3 [21,4-49,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2609 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 41 (48,2) 
95%-CI [37,3-59,3] 
TEAE in months [95%-CI]  
Median 3,09[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,0 [40,0-62,7] 
Month 6 47,1 [34,5-58,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 9 (15,0) 
95%-CI [7,1-26,6] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [72,3-92,3] 
Month 6 85,1 [72,3-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 14 (16,5) 
95%-CI [9,3-26,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [69,0-88,5] 
Month 6 80,8 [69,0-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 13 (21,7) 
95%-CI [12,1-34,2] 
TEAE in months [95%-CI]  
Median NE[5,75-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [66,6-90,1] 
Month 6 67,5 [47,2-81,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [81,1-95,5] 
Month 6 80,8 [60,7-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [79,1-96,1] 
Month 6 79,3 [61,0-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 14 (16,5) 
95%-CI [9,3-26,1] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [71,9-89,9] 
Month 6 82,9 [71,9-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 9 (15,0) 
95%-CI [7,1-26,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [75,5-93,9] 
Month 6 80,5 [64,5-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 11 (12,9) 
95%-CI [6,6-22,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [75,7-92,6] 
Month 6 83,8 [71,8-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 7 (11,7) 
95%-CI [4,8-22,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [75,6-93,9] 
Month 6 87,6 [75,6-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [86,4-97,5] 
Month 6 94,1 [86,4-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [81,1-96,4] 
Month 6 91,7 [81,1-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [87,2-98,1] 
Month 6 91,2 [77,3-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,6 [84,1-98,2] 
Month 6 94,6 [84,1-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 7 (8,2) 
95%-CI [3,4-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [80,4-95,5] 
Month 6 90,4 [80,4-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 25 (41,7) 
95%-CI [29,1-55,1] 
TEAE in months [95%-CI]  
Median 3,91[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,7 [41,7-69,2] 
Month 6 33,7 [12,5-56,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2625 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 43 (50,6) 
95%-CI [39,5-61,6] 
TEAE in months [95%-CI]  
Median 2,07[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,2 [24,1-50,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [71,2-93,2] 
Month 6 81,1 [63,6-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2627 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 10 (11,8) 
95%-CI [5,8-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [73,6-91,9] 
Month 6 85,1 [73,6-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 10 (16,7) 
95%-CI [8,3-28,5] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [69,0-91,2] 
Month 6 79,0 [62,4-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [77,9-93,7] 
Month 6 88,0 [77,9-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [82,4-98,0] 
Month 6 94,0 [82,4-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 11 (12,9) 
95%-CI [6,6-22,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [72,4-91,0] 
Month 6 83,9 [72,4-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [82,8-98,9] 
Month 6 90,7 [71,7-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 12 (14,1) 
95%-CI [7,5-23,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [71,0-90,6] 
Month 6 75,6 [54,2-88,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 20 (33,3) 
95%-CI [21,7-46,7] 
TEAE in months [95%-CI]  
Median NE[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,1 [53,0-80,6] 
Month 6 50,8 [32,6-66,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 40 (47,1) 
95%-CI [36,1-58,2] 
TEAE in months [95%-CI]  
Median 3,91[2,27-6,01] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,6 [43,2-66,3] 
Month 6 38,6 [22,7-54,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 12 (20,0) 
95%-CI [10,8-32,3] 
TEAE in months [95%-CI]  
Median NE[4,57-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [60,8-87,6] 
Month 6 68,8 [49,5-81,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 20 (23,5) 
95%-CI [15,0-34,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [63,6-83,6] 
Month 6 75,2 [63,6-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [82,0-97,3] 
Month 6 84,8 [66,9-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 11 (12,9) 
95%-CI [6,6-22,0] 
TEAE in months [95%-CI]  
Median 7,62[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [77,6-93,7] 
Month 6 82,8 [66,2-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [83,1-98,1] 
Month 6 94,2 [83,1-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 12 (14,1) 
95%-CI [7,5-23,4] 
TEAE in months [95%-CI]  
Median 7,26[4,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [76,7-94,0] 
Month 6 71,8 [49,4-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 21 (35,0) 
95%-CI [23,1-48,4] 
TEAE in months [95%-CI]  
Median 6,47[2,99-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [49,2-77,3] 
Month 6 50,7 [31,6-67,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 27 (31,8) 
95%-CI [22,1-42,8] 
TEAE in months [95%-CI]  
Median NE[2,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,0 [48,3-73,0] 
Month 6 58,3 [43,6-70,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 19 (31,7) 
95%-CI [20,3-45,0] 
TEAE in months [95%-CI]  
Median 7,10[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,2 [54,4-81,5] 
Month 6 55,2 [35,2-71,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 27 (31,8) 
95%-CI [22,1-42,8] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,1 [49,5-74,0] 
Month 6 53,3 [35,6-68,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 18 (30,0) 
95%-CI [18,8-43,2] 
TEAE in months [95%-CI]  
Median 9,23[3,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,5 [58,5-83,8] 
Month 6 61,1 [42,2-75,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 22 (25,9) 
95%-CI [17,0-36,5] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,9 [68,2-86,4] 
Month 6 52,7 [29,8-71,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [78,7-95,3] 
Month 6 89,8 [78,7-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [83,1-95,9] 
Month 6 81,0 [60,4-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 11 (18,3) 
95%-CI [9,5-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [70,6-91,2] 
Month 6 76,3 [59,8-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 18 (21,2) 
95%-CI [13,1-31,4] 
TEAE in months [95%-CI]  
Median 9,17[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [66,4-85,7] 
Month 6 77,8 [66,4-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 2 (3,3) 
95%-CI [0,4-11,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,9 [86,1-99,7] 
Month 6 94,3 [78,0-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE in months [95%-CI]  
Median 9,17[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [80,8-94,9] 
Month 6 90,0 [80,8-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 9 (15,0) 
95%-CI [7,1-26,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [72,7-91,8] 
Month 6 84,7 [72,7-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 19 (22,4) 
95%-CI [14,0-32,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [60,4-82,1] 
Month 6 72,9 [60,4-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2656 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [77,8-95,1] 
Month 6 89,4 [77,8-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 10 (11,8) 
95%-CI [5,8-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [71,7-91,3] 
Month 6 84,0 [71,7-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [75,6-96,5] 
Month 6 79,7 [60,9-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 11 (12,9) 
95%-CI [6,6-22,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [73,0-92,9] 
Month 6 73,7 [53,7-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [79,7-96,2] 
Month 6 91,0 [79,7-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 13 (15,3) 
95%-CI [8,4-24,7] 
TEAE in months [95%-CI]  
Median NE[5,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [74,0-91,5] 
Month 6 72,2 [47,8-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [83,2-98,1] 
Month 6 94,3 [83,2-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [79,2-94,5] 
Month 6 89,1 [79,2-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [82,2-97,3] 
Month 6 92,9 [82,2-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 10 (11,8) 
95%-CI [5,8-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [77,5-93,0] 
Month 6 87,2 [77,5-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [71,1-93,9] 
Month 6 86,4 [71,1-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [78,6-95,1] 
Month 6 85,9 [71,5-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [82,6-98,1] 
Month 6 94,1 [82,6-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS02: Time to first TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [78,5-94,4] 
Month 6 88,9 [78,5-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.3 Merkmal: Ethnie 
 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 86 (66,2) 
95%-CI [57,3-74,2] 
TEAE in months [95%-CI]  
Median 1,38[0,85-1,77] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,1 [24,2-42,2] 
Month 6 22,9 [13,9-33,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 10 (66,7) 
95%-CI [38,4-88,2] 
TEAE in months [95%-CI]  
Median 3,32[0,13-9,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,3 [26,3-74,4] 
Month 6 26,7 [4,9-56,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 35 (26,9) 
95%-CI [19,5-35,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,1 [60,2-77,9] 
Month 6 67,4 [56,3-76,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [37,5-84,6] 
Month 6 66,7 [37,5-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 26 (20,0) 
95%-CI [13,5-27,9] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,6 [72,0-88,1] 
Month 6 67,2 [51,8-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median 9,10[3,32-9,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 76,2 [33,2-93,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 26 (20,0) 
95%-CI [13,5-27,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [70,6-86,0] 
Month 6 73,8 [63,0-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [82,7-94,6] 
Month 6 85,6 [74,8-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2680 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 70 (53,8) 
95%-CI [44,9-62,6] 
TEAE in months [95%-CI]  
Median 1,38[0,72-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,2 [34,7-53,2] 
Month 6 40,6 [30,8-50,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 12 (80,0) 
95%-CI [51,9-95,7] 
TEAE in months [95%-CI]  
Median 1,45[0,26-5,39] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 28,1 [7,9-53,1] 
Month 6 14,1 [1,1-42,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 47 (36,2) 
95%-CI [27,9-45,0] 
TEAE in months [95%-CI]  
Median NE[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,2 [49,9-69,1] 
Month 6 54,9 [43,8-64,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 10 (66,7) 
95%-CI [38,4-88,2] 
TEAE in months [95%-CI]  
Median 1,64[0,56-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [20,5-71,2] 
Month 6 25,6 [5,0-53,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 42 (32,3) 
95%-CI [24,4-41,1] 
TEAE in months [95%-CI]  
Median 9,23[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,2 [59,1-75,7] 
Month 6 66,7 [57,3-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median 6,93[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [35,1-84,0] 
Month 6 65,2 [35,1-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 38 (29,2) 
95%-CI [21,6-37,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,4 [56,4-74,6] 
Month 6 66,4 [56,4-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [78,0-90,9] 
Month 6 82,4 [71,5-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median 5,85[5,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 42,4 [1,2-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [87,9-96,8] 
Month 6 93,8 [87,9-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [48,7-95,9] 
Month 6 84,0 [48,7-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 73 (56,2) 
95%-CI [47,2-64,8] 
TEAE in months [95%-CI]  
Median 1,64[1,18-2,83] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,6 [31,1-49,8] 
Month 6 32,6 [22,5-43,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 9 (60,0) 
95%-CI [32,3-83,7] 
TEAE in months [95%-CI]  
Median 3,15[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,5 [25,2-74,0] 
Month 6 29,2 [6,2-58,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 53 (40,8) 
95%-CI [32,2-49,7] 
TEAE in months [95%-CI]  
Median 4,14[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,7 [47,2-66,9] 
Month 6 43,8 [31,8-55,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median 5,16[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 46,3 [14,1-73,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 27 (20,8) 
95%-CI [14,2-28,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,3 [63,6-82,3] 
Month 6 67,5 [54,9-77,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 74,1 [28,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 22 (16,9) 
95%-CI [10,9-24,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [70,7-87,1] 
Month 6 78,3 [67,9-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 22 (16,9) 
95%-CI [10,9-24,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [72,3-87,8] 
Month 6 76,0 [63,8-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [85,7-96,7] 
Month 6 89,4 [79,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 71 (54,6) 
95%-CI [45,7-63,4] 
TEAE in months [95%-CI]  
Median 1,64[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,1 [33,7-52,1] 
Month 6 40,2 [30,0-50,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median NE[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,0 [31,8-79,7] 
Month 6 60,0 [31,8-79,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 32 (24,6) 
95%-CI [17,5-32,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,6 [63,0-80,1] 
Month 6 70,1 [59,4-78,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 23 (17,7) 
95%-CI [11,6-25,4] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [70,9-87,3] 
Month 6 74,6 [61,7-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [76,0-90,3] 
Month 6 81,6 [70,6-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [83,2-94,3] 
Month 6 86,8 [75,8-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [48,7-95,9] 
Month 6 84,0 [48,7-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [80,8-93,5] 
Month 6 78,8 [63,5-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 69 (53,1) 
95%-CI [44,1-61,9] 
TEAE in months [95%-CI]  
Median 3,09[1,41-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,3 [41,7-60,1] 
Month 6 40,4 [29,6-50,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
TEAE in months [95%-CI]  
Median 2,81[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,0 [22,2-72,7] 
Month 6 41,7 [16,1-65,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2718 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 21 (16,2) 
95%-CI [10,3-23,6] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [74,3-88,7] 
Month 6 82,8 [74,3-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [45,7-95,6] 
Month 6 83,0 [45,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 19 (14,6) 
95%-CI [9,0-21,9] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [78,1-91,7] 
Month 6 76,1 [60,9-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[3,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 67,9 [28,2-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [80,0-92,7] 
Month 6 80,9 [69,2-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,3 [36,8-87,5] 
Month 6 69,3 [36,8-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 19 (14,6) 
95%-CI [9,0-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [76,9-90,6] 
Month 6 81,3 [71,4-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [85,7-95,6] 
Month 6 92,0 [85,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 84,9 [51,2-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [88,7-97,3] 
Month 6 92,2 [83,7-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [85,6-96,4] 
Month 6 92,8 [85,6-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2732 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 60 (46,2) 
95%-CI [37,4-55,1] 
TEAE in months [95%-CI]  
Median 2,30[1,45-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,2 [38,0-57,6] 
Month 6 31,2 [14,7-49,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
TEAE in months [95%-CI]  
Median 2,17[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,7 [10,8-60,3] 
Month 6 34,7 [10,8-60,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [79,0-92,8] 
Month 6 84,6 [73,6-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [35,0-86,7] 
Month 6 67,9 [35,0-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [76,9-90,8] 
Month 6 83,0 [73,2-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [78,0-91,9] 
Month 6 86,5 [78,0-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [81,4-94,1] 
Month 6 82,8 [69,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [46,1-95,3] 
Month 6 82,5 [46,1-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 52 (40,0) 
95%-CI [31,5-49,0] 
TEAE in months [95%-CI]  
Median 4,44[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,1 [51,7-70,8] 
Month 6 42,9 [30,3-55,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
TEAE in months [95%-CI]  
Median 1,41[0,69-7,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,6 [19,4-71,5] 
Month 6 47,6 [19,4-71,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 28 (21,5) 
95%-CI [14,8-29,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [65,5-83,0] 
Month 6 70,5 [58,5-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 7,62[1,41-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [45,5-92,5] 
Month 6 78,0 [45,5-92,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [82,1-94,1] 
Month 6 81,8 [68,8-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2747 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median 7,62[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [82,3-94,8] 
Month 6 81,7 [67,8-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median 7,26[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 43 (33,1) 
95%-CI [25,1-41,9] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,8 [50,7-71,1] 
Month 6 52,8 [39,1-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE in months [95%-CI]  
Median NE[0,99-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 60,0 [26,7-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 42 (32,3) 
95%-CI [24,4-41,1] 
TEAE in months [95%-CI]  
Median 7,10[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,2 [55,6-74,9] 
Month 6 50,1 [35,0-63,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,3 [36,8-87,5] 
Month 6 69,3 [36,8-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 36 (27,7) 
95%-CI [20,2-36,2] 
TEAE in months [95%-CI]  
Median 9,23[5,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [67,1-83,1] 
Month 6 56,8 [41,2-69,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[0,82-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [50,0-93,1] 
Month 6 64,0 [25,0-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [83,9-94,5] 
Month 6 87,4 [77,1-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 74,7 [24,6-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 25 (19,2) 
95%-CI [12,8-27,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [70,6-85,8] 
Month 6 77,0 [67,0-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 9,17[3,32-9,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 77,0 [43,2-92,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 7 (5,4) 
95%-CI [2,2-10,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [88,1-97,2] 
Month 6 94,1 [88,1-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 9,17[3,32-9,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 75,4 [40,8-91,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 25 (19,2) 
95%-CI [12,8-27,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [68,6-84,6] 
Month 6 77,8 [68,6-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [45,5-92,5] 
Month 6 78,0 [45,5-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [78,2-92,1] 
Month 6 86,7 [78,2-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [48,7-95,9] 
Month 6 84,0 [48,7-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 19 (14,6) 
95%-CI [9,0-21,9] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [76,1-92,1] 
Month 6 72,6 [58,2-82,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [81,4-93,4] 
Month 6 85,3 [73,7-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [42,7-91,8] 
Month 6 66,8 [33,2-86,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [85,8-96,0] 
Month 6 92,4 [85,8-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [48,2-95,6] 
Month 6 83,3 [48,2-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 16 (12,3) 
95%-CI [7,2-19,2] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [81,1-93,0] 
Month 6 88,4 [81,1-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [79,7-93,4] 
Month 6 86,0 [76,0-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[2,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [82,0-94,4] 
Month 6 89,8 [82,0-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2777 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS03: Time to first TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.4 Merkmal: Region-1 
 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 46 (78,0) 
95%-CI [65,3-87,7] 
TEAE in months [95%-CI]  
Median 0,76[0,43-1,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 20,6 [10,1-33,7] 
Month 6 8,6 [1,8-22,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 18 (58,1) 
95%-CI [39,1-75,5] 
TEAE in months [95%-CI]  
Median 3,29[0,49-6,01] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,1 [29,4-67,7] 
Month 6 28,2 [9,3-51,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 30 (56,6) 
95%-CI [42,3-70,2] 
TEAE in months [95%-CI]  
Median 1,77[0,95-7,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,7 [30,5-57,9] 
Month 6 39,1 [23,5-54,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 22 (37,3) 
95%-CI [25,0-50,9] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [44,7-71,2] 
Month 6 59,3 [44,7-71,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 11 (35,5) 
95%-CI [19,2-54,6] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,1 [40,3-79,2] 
Month 6 50,5 [22,2-73,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [73,8-95,2] 
Month 6 88,5 [73,8-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
TEAE in months [95%-CI]  
Median 9,10[3,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [61,7-87,1] 
Month 6 51,9 [27,5-71,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 5 (16,1) 
95%-CI [5,5-33,7] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [64,7-96,1] 
Month 6 79,6 [51,4-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 8 (15,1) 
95%-CI [6,7-27,6] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [73,2-95,1] 
Month 6 77,5 [54,4-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2787 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [70,0-91,7] 
Month 6 83,9 [70,0-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE in months [95%-CI]  
Median NE[3,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [62,7-92,4] 
Month 6 75,0 [50,0-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,1 [60,0-85,2] 
Month 6 70,7 [53,5-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,3 [88,6-99,8] 
Month 6 93,6 [73,6-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 12 (22,6) 
95%-CI [12,3-36,2] 
TEAE in months [95%-CI]  
Median NE[3,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [58,8-86,0] 
Month 6 69,6 [49,7-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 34 (57,6) 
95%-CI [44,1-70,4] 
TEAE in months [95%-CI]  
Median 1,41[0,62-6,93] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,6 [27,3-55,3] 
Month 6 33,3 [16,1-51,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE in months [95%-CI]  
Median NE[3,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [54,9-91,6] 
Month 6 72,3 [45,3-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 42 (79,2) 
95%-CI [65,9-89,2] 
TEAE in months [95%-CI]  
Median 0,53[0,49-0,72] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 18,9 [9,3-31,2] 
Month 6 16,2 [7,3-28,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 21 (35,6) 
95%-CI [23,6-49,1] 
TEAE in months [95%-CI]  
Median 5,39[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [48,1-76,3] 
Month 6 46,0 [24,2-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [64,2-94,3] 
Month 6 85,1 [64,2-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 32 (60,4) 
95%-CI [46,0-73,5] 
TEAE in months [95%-CI]  
Median 1,41[0,72-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,7 [24,6-52,5] 
Month 6 31,5 [17,7-46,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 18 (30,5) 
95%-CI [19,2-43,9] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,3 [56,0-80,8] 
Month 6 70,3 [56,0-80,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 28 (52,8) 
95%-CI [38,6-66,7] 
TEAE in months [95%-CI]  
Median 1,25[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,4 [35,0-62,2] 
Month 6 46,6 [32,2-59,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [55,4-81,7] 
Month 6 70,8 [55,4-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [66,5-96,1] 
Month 6 88,0 [66,5-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 20 (37,7) 
95%-CI [24,8-52,1] 
TEAE in months [95%-CI]  
Median NE[1,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,4 [44,2-71,8] 
Month 6 59,4 [44,2-71,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
TEAE in months [95%-CI]  
Median NE[5,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,2 [59,3-84,4] 
Month 6 63,6 [37,9-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 7 (13,2) 
95%-CI [5,5-25,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [75,4-94,5] 
Month 6 80,7 [58,2-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [72,0-91,5] 
Month 6 84,3 [72,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
TEAE in months [95%-CI]  
Median 2,10[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [33,8-60,9] 
Month 6 44,0 [29,2-57,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 9 (29,0) 
95%-CI [14,2-48,0] 
TEAE in months [95%-CI]  
Median NE[3,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [55,7-87,8] 
Month 6 58,5 [30,9-78,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 43 (81,1) 
95%-CI [68,0-90,6] 
TEAE in months [95%-CI]  
Median 0,95[0,49-1,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 19,7 [9,7-32,2] 
Month 6 9,0 [2,1-22,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
TEAE in months [95%-CI]  
Median 8,05[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,6 [56,9-83,4] 
Month 6 64,3 [46,1-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 8 (25,8) 
95%-CI [11,9-44,6] 
TEAE in months [95%-CI]  
Median NE[3,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,5 [58,1-89,8] 
Month 6 60,6 [31,7-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 34 (64,2) 
95%-CI [49,8-76,9] 
TEAE in months [95%-CI]  
Median 2,10[1,38-3,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,5 [24,3-52,6] 
Month 6 20,1 [8,3-35,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [69,4-93,3] 
Month 6 76,8 [51,3-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 96,8 [79,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 21 (39,6) 
95%-CI [26,5-54,0] 
TEAE in months [95%-CI]  
Median 4,14[2,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,5 [43,6-73,7] 
Month 6 44,4 [26,6-60,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [76,8-96,7] 
Month 6 86,5 [68,4-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [73,7-98,2] 
Month 6 92,7 [73,7-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 16 (30,2) 
95%-CI [18,3-44,3] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [52,8-80,6] 
Month 6 64,7 [47,1-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [80,2-97,0] 
Month 6 79,3 [53,6-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [73,7-98,2] 
Month 6 92,7 [73,7-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 15 (28,3) 
95%-CI [16,8-42,3] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [54,1-81,3] 
Month 6 65,6 [48,2-78,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [79,9-97,8] 
Month 6 93,2 [79,9-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 96,8 [79,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 6 (11,3) 
95%-CI [4,3-23,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [77,6-96,6] 
Month 6 83,4 [65,7-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 34 (57,6) 
95%-CI [44,1-70,4] 
TEAE in months [95%-CI]  
Median 1,02[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,5 [22,9-50,2] 
Month 6 36,5 [22,9-50,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 17 (54,8) 
95%-CI [36,0-72,7] 
TEAE in months [95%-CI]  
Median 1,64[0,36-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,9 [23,6-59,2] 
Month 6 41,9 [23,6-59,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 24 (45,3) 
95%-CI [31,6-59,6] 
TEAE in months [95%-CI]  
Median 4,63[1,02-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,0 [42,3-69,4] 
Month 6 49,9 [31,4-65,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [55,7-81,6] 
Month 6 70,8 [55,7-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 8 (25,8) 
95%-CI [11,9-44,6] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [45,5-84,0] 
Month 6 69,0 [45,5-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 10 (18,9) 
95%-CI [9,4-32,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,1 [66,7-89,8] 
Month 6 74,9 [55,1-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [55,2-83,0] 
Month 6 71,7 [55,2-83,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2836 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE in months [95%-CI]  
Median NE[5,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [62,1-92,3] 
Month 6 68,6 [33,8-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [78,4-97,6] 
Month 6 86,0 [62,7-95,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [78,5-96,0] 
Month 6 90,5 [78,5-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [64,7-94,3] 
Month 6 85,2 [64,7-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 8 (15,1) 
95%-CI [6,7-27,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [68,8-92,3] 
Month 6 77,1 [55,0-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [78,0-95,1] 
Month 6 89,5 [78,0-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
TEAE in months [95%-CI]  
Median NE[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [68,5-97,9] 
Month 6 91,4 [68,5-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 7 (13,2) 
95%-CI [5,5-25,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [72,7-94,2] 
Month 6 80,8 [60,1-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[4,96-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [70,3-92,7] 
Month 6 69,6 [42,0-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
TEAE in months [95%-CI]  
Median NE[5,42-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [76,2-98,3] 
Month 6 80,1 [39,7-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [80,6-97,8] 
Month 6 93,4 [80,6-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 33 (55,9) 
95%-CI [42,4-68,8] 
TEAE in months [95%-CI]  
Median 2,14[0,72-4,86] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,3 [27,6-56,3] 
Month 6 32,0 [16,2-49,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 10 (32,3) 
95%-CI [16,7-51,4] 
TEAE in months [95%-CI]  
Median NE[3,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,7 [57,1-88,2] 
Month 6 62,7 [37,9-80,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 32 (60,4) 
95%-CI [46,0-73,5] 
TEAE in months [95%-CI]  
Median 1,38[0,53-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,6 [31,6-58,6] 
Month 6 38,6 [24,0-53,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [66,6-90,2] 
Month 6 81,5 [66,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 14 (26,4) 
95%-CI [15,3-40,3] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [58,0-83,8] 
Month 6 73,3 [58,0-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median 8,51[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [64,9-89,6] 
Month 6 58,5 [32,9-77,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 6 (11,3) 
95%-CI [4,3-23,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [78,6-96,7] 
Month 6 79,4 [55,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,1 [65,5-89,0] 
Month 6 74,8 [56,4-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [75,9-98,3] 
Month 6 84,9 [55,5-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [77,7-95,8] 
Month 6 90,1 [77,7-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [76,2-96,5] 
Month 6 86,1 [68,0-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,7 [78,6-99,5] 
Month 6 96,7 [78,6-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [62,2-85,9] 
Month 6 73,0 [57,4-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [85,4-99,0] 
Month 6 96,2 [85,4-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 96,8 [79,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2864 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 9 (17,0) 
95%-CI [8,1-29,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [69,3-90,6] 
Month 6 82,7 [69,3-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [71,9-91,5] 
Month 6 84,3 [71,9-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [76,7-96,7] 
Month 6 91,0 [76,7-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 96,8 [79,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [78,4-95,9] 
Month 6 90,4 [78,4-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
TEAE in months [95%-CI]  
Median 2,79[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,8 [29,2-60,9] 
Month 6 33,9 [16,4-52,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 16 (51,6) 
95%-CI [33,1-69,8] 
TEAE in months [95%-CI]  
Median 1,38[0,95-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,4 [23,6-61,8] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 25 (47,2) 
95%-CI [33,3-61,4] 
TEAE in months [95%-CI]  
Median 2,30[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,2 [30,7-60,3] 
Month 6 46,2 [30,7-60,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [66,1-90,9] 
Month 6 76,5 [57,0-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 5 (16,1) 
95%-CI [5,5-33,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [55,3-91,3] 
Month 6 79,3 [55,3-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 4 (7,5) 
95%-CI [2,1-18,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [78,4-96,8] 
Month 6 91,4 [78,4-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [73,1-93,3] 
Month 6 86,3 [73,1-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median 8,84[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [68,6-96,2] 
Month 6 88,6 [68,6-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 8 (15,1) 
95%-CI [6,7-27,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [69,4-92,2] 
Month 6 78,6 [59,2-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [82,0-98,8] 
Month 6 95,2 [82,0-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [75,9-98,3] 
Month 6 93,3 [75,9-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 11 (20,8) 
95%-CI [10,8-34,1] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [62,5-87,7] 
Month 6 77,9 [62,5-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [77,9-98,6] 
Month 6 94,3 [77,9-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 8 (25,8) 
95%-CI [11,9-44,6] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [55,8-89,2] 
Month 6 51,5 [19,2-76,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [73,8-95,0] 
Month 6 88,3 [73,8-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 33 (55,9) 
95%-CI [42,4-68,8] 
TEAE in months [95%-CI]  
Median 2,66[1,41-4,34] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [29,3-58,4] 
Month 6 24,8 [10,0-43,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 10 (32,3) 
95%-CI [16,7-51,4] 
TEAE in months [95%-CI]  
Median 6,01[2,27-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,2 [49,0-86,2] 
Month 6 57,8 [32,0-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 16 (30,2) 
95%-CI [18,3-44,3] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,2 [58,0-83,7] 
Month 6 56,3 [35,1-73,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 19 (32,2) 
95%-CI [20,6-45,6] 
TEAE in months [95%-CI]  
Median 7,62[2,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,8 [45,3-74,6] 
Month 6 61,8 [45,3-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median NE[4,57-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [64,9-96,1] 
Month 6 76,7 [43,2-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 8 (15,1) 
95%-CI [6,7-27,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [73,3-93,2] 
Month 6 80,1 [60,4-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median 7,62[4,90-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [68,1-90,7] 
Month 6 66,9 [44,6-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 2 (3,8) 
95%-CI [0,5-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,9 [84,6-99,0] 
Month 6 95,9 [84,6-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [74,3-93,6] 
Month 6 81,1 [62,2-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [76,9-97,5] 
Month 6 78,0 [50,6-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 20 (33,9) 
95%-CI [22,1-47,4] 
TEAE in months [95%-CI]  
Median 6,47[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,7 [43,7-74,0] 
Month 6 52,0 [30,3-69,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 16 (51,6) 
95%-CI [33,1-69,8] 
TEAE in months [95%-CI]  
Median 1,84[0,99-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,4 [19,9-60,2] 
Month 6 32,4 [12,7-54,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 11 (20,8) 
95%-CI [10,8-34,1] 
TEAE in months [95%-CI]  
Median NE[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [59,3-87,0] 
Month 6 69,4 [47,7-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 26 (44,1) 
95%-CI [31,2-57,6] 
TEAE in months [95%-CI]  
Median 2,76[2,04-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,6 [29,5-60,4] 
Month 6 40,6 [23,9-56,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [75,8-98,3] 
Month 6 93,3 [75,8-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 17 (32,1) 
95%-CI [19,9-46,3] 
TEAE in months [95%-CI]  
Median 5,82[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [58,7-84,9] 
Month 6 45,7 [21,9-66,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 22 (37,3) 
95%-CI [25,0-50,9] 
TEAE in months [95%-CI]  
Median 9,23[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [53,8-78,5] 
Month 6 53,6 [34,6-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 7 (22,6) 
95%-CI [9,6-41,1] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [55,8-89,9] 
Month 6 70,8 [45,7-85,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 11 (20,8) 
95%-CI [10,8-34,1] 
TEAE in months [95%-CI]  
Median NE[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [71,7-92,8] 
Month 6 57,3 [31,2-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2907 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [71,4-91,4] 
Month 6 78,0 [59,3-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [85,7-99,0] 
Month 6 89,4 [64,1-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 17 (28,8) 
95%-CI [17,8-42,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,9 [57,2-82,3] 
Month 6 67,9 [51,7-79,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 7 (22,6) 
95%-CI [9,6-41,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,6 [52,2-86,6] 
Month 6 73,6 [52,2-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [80,0-96,9] 
Month 6 85,8 [65,0-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2913 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [76,3-94,8] 
Month 6 84,6 [69,0-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [82,4-98,0] 
Month 6 94,0 [82,4-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 18 (30,5) 
95%-CI [19,2-43,9] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [49,4-76,7] 
Month 6 64,9 [49,4-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 5 (16,1) 
95%-CI [5,5-33,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [52,7-90,4] 
Month 6 77,6 [52,7-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 4 (7,5) 
95%-CI [2,1-18,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [80,3-97,0] 
Month 6 92,1 [80,3-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,1 [60,1-86,4] 
Month 6 76,1 [60,1-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2920 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [82,8-98,1] 
Month 6 94,1 [82,8-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [70,8-93,8] 
Month 6 77,1 [57,1-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE in months [95%-CI]  
Median NE[2,99-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [46,1-90,3] 
Month 6 75,5 [46,1-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 7 (13,2) 
95%-CI [5,5-25,3] 
TEAE in months [95%-CI]  
Median 7,92[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [82,1-98,8] 
Month 6 74,4 [47,8-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [70,8-92,0] 
Month 6 80,0 [63,3-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [64,9-96,1] 
Month 6 87,7 [64,9-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 7 (13,2) 
95%-CI [5,5-25,3] 
TEAE in months [95%-CI]  
Median NE[6,67-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [77,3-95,7] 
Month 6 82,4 [58,9-93,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [75,9-95,5] 
Month 6 89,3 [75,9-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 4 (7,5) 
95%-CI [2,1-18,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [79,6-96,9] 
Month 6 91,8 [79,6-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [69,1-90,0] 
Month 6 82,1 [69,1-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [70,6-97,9] 
Month 6 91,7 [70,6-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [85,1-99,0] 
Month 6 96,0 [85,1-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [65,5-90,9] 
Month 6 77,5 [59,3-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2935 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS04: Time to first TEAE by SOC/PT by subgroup: Country 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [57,8-97,4] 
Month 6 88,7 [57,8-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,9 [82,1-98,0] 
Month 6 93,9 [82,1-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [81,2-97,9] 
Month 6 93,6 [81,2-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 7 (22,6) 
95%-CI [9,6-41,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [55,0-87,6] 
Month 6 75,5 [55,0-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [77,2-99,5] 
Month 6 96,4 [77,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.5 Merkmal: Region-2 
 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 46 (78,0) 
95%-CI [65,3-87,7] 
TEAE in months [95%-CI]  
Median 0,76[0,43-1,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 20,6 [10,1-33,7] 
Month 6 8,6 [1,8-22,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 50 (58,1) 
95%-CI [47,0-68,7] 
TEAE in months [95%-CI]  
Median 1,77[0,99-4,37] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,5 [32,9-55,5] 
Month 6 32,4 [19,7-45,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 22 (37,3) 
95%-CI [25,0-50,9] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [44,7-71,2] 
Month 6 59,3 [44,7-71,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 18 (20,9) 
95%-CI [12,9-31,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [64,8-85,2] 
Month 6 72,6 [57,7-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
TEAE in months [95%-CI]  
Median 9,10[3,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [61,7-87,1] 
Month 6 51,9 [27,5-71,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2945 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 13 (15,1) 
95%-CI [8,3-24,5] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [77,1-94,1] 
Month 6 77,7 [60,3-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [70,0-91,7] 
Month 6 83,9 [70,0-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 20 (23,3) 
95%-CI [14,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [66,8-85,9] 
Month 6 70,2 [56,5-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,3 [88,6-99,8] 
Month 6 93,6 [73,6-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 12 (14,0) 
95%-CI [7,4-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [72,8-91,4] 
Month 6 81,2 [67,6-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 34 (57,6) 
95%-CI [44,1-70,4] 
TEAE in months [95%-CI]  
Median 1,41[0,62-6,93] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,6 [27,3-55,3] 
Month 6 33,3 [16,1-51,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 48 (55,8) 
95%-CI [44,7-66,5] 
TEAE in months [95%-CI]  
Median 1,18[0,69-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,4 [30,9-53,4] 
Month 6 37,8 [26,2-49,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 21 (35,6) 
95%-CI [23,6-49,1] 
TEAE in months [95%-CI]  
Median 5,39[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [48,1-76,3] 
Month 6 46,0 [24,2-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 36 (41,9) 
95%-CI [31,3-53,0] 
TEAE in months [95%-CI]  
Median NE[1,74-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,1 [43,8-66,7] 
Month 6 51,4 [38,5-62,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 18 (30,5) 
95%-CI [19,2-43,9] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,3 [56,0-80,8] 
Month 6 70,3 [56,0-80,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 30 (34,9) 
95%-CI [24,9-45,9] 
TEAE in months [95%-CI]  
Median 7,92[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [54,9-75,4] 
Month 6 64,2 [52,5-73,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [55,4-81,7] 
Month 6 70,8 [55,4-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 23 (26,7) 
95%-CI [17,8-37,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [57,9-79,0] 
Month 6 69,8 [57,9-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 14 (23,7) 
95%-CI [13,6-36,6] 
TEAE in months [95%-CI]  
Median NE[5,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,2 [59,3-84,4] 
Month 6 63,6 [37,9-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 7 (8,1) 
95%-CI [3,3-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [84,2-96,6] 
Month 6 88,0 [72,5-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [72,0-91,5] 
Month 6 84,3 [72,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,6 [84,3-99,7] 
Month 6 97,6 [84,3-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
TEAE in months [95%-CI]  
Median 2,10[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [33,8-60,9] 
Month 6 44,0 [29,2-57,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 53 (61,6) 
95%-CI [50,5-71,9] 
TEAE in months [95%-CI]  
Median 1,48[0,95-2,83] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,5 [27,1-49,6] 
Month 6 25,6 [14,5-38,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 16 (27,1) 
95%-CI [16,4-40,3] 
TEAE in months [95%-CI]  
Median 8,05[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,6 [56,9-83,4] 
Month 6 64,3 [46,1-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 43 (50,0) 
95%-CI [39,0-61,0] 
TEAE in months [95%-CI]  
Median 3,48[2,10-4,99] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,1 [38,6-62,4] 
Month 6 32,7 [19,9-46,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [69,4-93,3] 
Month 6 76,8 [51,3-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 22 (25,6) 
95%-CI [16,8-36,1] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,5 [59,4-82,0] 
Month 6 61,2 [45,7-73,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [76,8-96,7] 
Month 6 86,5 [68,4-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 18 (20,9) 
95%-CI [12,9-31,0] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [65,0-85,6] 
Month 6 74,5 [61,4-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [80,2-97,0] 
Month 6 79,3 [53,6-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2971 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 17 (19,8) 
95%-CI [12,0-29,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [66,3-86,2] 
Month 6 75,4 [62,6-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [79,9-97,8] 
Month 6 93,2 [79,9-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 7 (8,1) 
95%-CI [3,3-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [83,7-97,1] 
Month 6 88,1 [75,8-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 34 (57,6) 
95%-CI [44,1-70,4] 
TEAE in months [95%-CI]  
Median 1,02[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,5 [22,9-50,2] 
Month 6 36,5 [22,9-50,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 43 (50,0) 
95%-CI [39,0-61,0] 
TEAE in months [95%-CI]  
Median 4,63[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,4 [39,1-60,8] 
Month 6 46,6 [33,8-58,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 15 (25,4) 
95%-CI [15,0-38,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [55,7-81,6] 
Month 6 70,8 [55,7-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 2977 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 19 (22,1) 
95%-CI [13,9-32,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [65,1-84,7] 
Month 6 72,9 [59,3-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [55,2-83,0] 
Month 6 71,7 [55,2-83,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 12 (14,0) 
95%-CI [7,4-23,1] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [77,3-93,5] 
Month 6 79,6 [63,0-89,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [78,5-96,0] 
Month 6 90,5 [78,5-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 14 (16,3) 
95%-CI [9,2-25,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [71,1-89,6] 
Month 6 78,1 [63,2-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [78,0-95,1] 
Month 6 89,5 [78,0-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 10 (11,6) 
95%-CI [5,7-20,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [78,7-94,5] 
Month 6 84,8 [70,0-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[4,96-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [70,3-92,7] 
Month 6 69,6 [42,0-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 8 (9,3) 
95%-CI [4,1-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [81,8-95,7] 
Month 6 86,4 [71,2-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 33 (55,9) 
95%-CI [42,4-68,8] 
TEAE in months [95%-CI]  
Median 2,14[0,72-4,86] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,3 [27,6-56,3] 
Month 6 32,0 [16,2-49,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 44 (51,2) 
95%-CI [40,1-62,1] 
TEAE in months [95%-CI]  
Median 3,52[1,38-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,5 [45,0-66,5] 
Month 6 44,8 [31,9-56,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [66,6-90,2] 
Month 6 81,5 [66,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 14 (16,3) 
95%-CI [9,2-25,8] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [72,1-90,0] 
Month 6 83,0 [72,1-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median 8,51[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [64,9-89,6] 
Month 6 58,5 [32,9-77,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 9 (10,5) 
95%-CI [4,9-18,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [81,7-95,6] 
Month 6 83,1 [66,3-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,1 [65,5-89,0] 
Month 6 74,8 [56,4-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 11 (12,8) 
95%-CI [6,6-21,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [81,5-95,0] 
Month 6 84,1 [70,5-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [76,2-96,5] 
Month 6 86,1 [68,0-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 15 (17,4) 
95%-CI [10,1-27,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [74,2-90,5] 
Month 6 79,0 [66,5-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [85,4-99,0] 
Month 6 96,2 [85,4-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 10 (11,6) 
95%-CI [5,7-20,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [79,1-93,4] 
Month 6 88,1 [79,1-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [71,9-91,5] 
Month 6 84,3 [71,9-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 2 (2,3) 
95%-CI [0,3-8,1] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 96,9 [79,8-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3000 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [76,7-96,7] 
Month 6 91,0 [76,7-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 6 (7,0) 
95%-CI [2,6-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [84,6-96,7] 
Month 6 92,8 [84,6-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 27 (45,8) 
95%-CI [32,7-59,2] 
TEAE in months [95%-CI]  
Median 2,79[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,8 [29,2-60,9] 
Month 6 33,9 [16,4-52,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 41 (47,7) 
95%-CI [36,8-58,7] 
TEAE in months [95%-CI]  
Median 2,07[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,8 [33,4-57,2] 
Month 6 30,5 [9,0-55,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [66,1-90,9] 
Month 6 76,5 [57,0-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 9 (10,5) 
95%-CI [4,9-18,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [77,4-93,5] 
Month 6 87,7 [77,4-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [73,1-93,3] 
Month 6 86,3 [73,1-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 12 (14,0) 
95%-CI [7,4-23,1] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [75,1-92,2] 
Month 6 82,7 [69,8-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [82,0-98,8] 
Month 6 95,2 [82,0-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 13 (15,1) 
95%-CI [8,3-24,5] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,4 [72,3-90,4] 
Month 6 83,4 [72,3-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [77,9-98,6] 
Month 6 94,3 [77,9-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 13 (15,1) 
95%-CI [8,3-24,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [73,4-91,2] 
Month 6 75,1 [57,0-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 33 (55,9) 
95%-CI [42,4-68,8] 
TEAE in months [95%-CI]  
Median 2,66[1,41-4,34] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [29,3-58,4] 
Month 6 24,8 [10,0-43,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 27 (31,4) 
95%-CI [21,8-42,3] 
TEAE in months [95%-CI]  
Median NE[3,94-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,8 [59,5-80,9] 
Month 6 55,7 [39,6-69,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 19 (32,2) 
95%-CI [20,6-45,6] 
TEAE in months [95%-CI]  
Median 7,62[2,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,8 [45,3-74,6] 
Month 6 61,8 [45,3-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 13 (15,1) 
95%-CI [8,3-24,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [74,5-91,7] 
Month 6 77,5 [61,5-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 13 (22,0) 
95%-CI [12,3-34,7] 
TEAE in months [95%-CI]  
Median 7,62[4,90-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [68,1-90,7] 
Month 6 66,9 [44,6-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 4 (4,7) 
95%-CI [1,3-11,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [87,5-98,2] 
Month 6 95,1 [87,5-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [74,3-93,6] 
Month 6 81,1 [62,2-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 6 (7,0) 
95%-CI [2,6-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [82,0-97,4] 
Month 6 84,7 [66,5-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 20 (33,9) 
95%-CI [22,1-47,4] 
TEAE in months [95%-CI]  
Median 6,47[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,7 [43,7-74,0] 
Month 6 52,0 [30,3-69,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 28 (32,6) 
95%-CI [22,8-43,5] 
TEAE in months [95%-CI]  
Median NE[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,0 [51,8-75,4] 
Month 6 53,9 [37,7-67,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 26 (44,1) 
95%-CI [31,2-57,6] 
TEAE in months [95%-CI]  
Median 2,76[2,04-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,6 [29,5-60,4] 
Month 6 40,6 [23,9-56,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 20 (23,3) 
95%-CI [14,8-33,6] 
TEAE in months [95%-CI]  
Median NE[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [68,5-87,7] 
Month 6 60,5 [39,8-76,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 22 (37,3) 
95%-CI [25,0-50,9] 
TEAE in months [95%-CI]  
Median 9,23[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [53,8-78,5] 
Month 6 53,6 [34,6-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 18 (20,9) 
95%-CI [12,9-31,0] 
TEAE in months [95%-CI]  
Median NE[5,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [71,9-89,8] 
Month 6 61,4 [41,4-76,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [71,4-91,4] 
Month 6 78,0 [59,3-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,4 [88,1-98,2] 
Month 6 91,0 [75,6-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 17 (28,8) 
95%-CI [17,8-42,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,9 [57,2-82,3] 
Month 6 67,9 [51,7-79,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 12 (14,0) 
95%-CI [7,4-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [75,8-91,9] 
Month 6 82,4 [69,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [76,3-94,8] 
Month 6 84,6 [69,0-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 3 (3,5) 
95%-CI [0,7-9,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [88,7-98,8] 
Month 6 96,2 [88,7-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3032 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 18 (30,5) 
95%-CI [19,2-43,9] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [49,4-76,7] 
Month 6 64,9 [49,4-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 10 (11,6) 
95%-CI [5,7-20,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [76,3-92,7] 
Month 6 86,6 [76,3-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,1 [60,1-86,4] 
Month 6 76,1 [60,1-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [84,3-97,2] 
Month 6 93,3 [84,3-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [70,8-93,8] 
Month 6 77,1 [57,1-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 11 (12,8) 
95%-CI [6,6-21,7] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [76,9-95,1] 
Month 6 76,1 [57,7-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [70,8-92,0] 
Month 6 80,0 [63,3-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 10 (11,6) 
95%-CI [5,7-20,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [79,8-94,7] 
Month 6 84,5 [68,4-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [75,9-95,5] 
Month 6 89,3 [75,9-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 6 (7,0) 
95%-CI [2,6-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [84,0-96,6] 
Month 6 92,5 [84,0-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [69,1-90,0] 
Month 6 82,1 [69,1-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [86,5-98,0] 
Month 6 94,7 [86,5-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [65,5-90,9] 
Month 6 77,5 [59,3-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [82,4-97,0] 
Month 6 92,6 [82,4-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [81,2-97,9] 
Month 6 93,6 [81,2-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS05: Time to first TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 8 (9,3) 
95%-CI [4,1-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [78,9-94,6] 
Month 6 89,1 [78,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 6 (60,0) 
95%-CI [26,2-87,8] 
TEAE in months [95%-CI]  
Median 1,77[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,0 [8,5-64,0] 
Month 6 35,0 [8,5-64,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
TEAE in months [95%-CI]  
Median 4,86[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,2 [27,5-72,1] 
Month 6 39,1 [13,2-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3050 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 11 (57,9) 
95%-CI [33,5-79,7] 
TEAE in months [95%-CI]  
Median 1,51[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,6 [22,5-66,1] 
Month 6 45,6 [22,5-66,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 68 (73,1) 
95%-CI [62,9-81,8] 
TEAE in months [95%-CI]  
Median 0,99[0,76-1,61] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,0 [19,2-39,6] 
Month 6 14,6 [6,4-25,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,0 [22,6-87,5] 
Month 6 64,0 [22,6-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 91,3 [69,5-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median NE[1,25-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,5 [37,1-82,4] 
Month 6 64,5 [37,1-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 29 (31,2) 
95%-CI [22,0-41,6] 
TEAE in months [95%-CI]  
Median NE[4,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,4 [54,7-75,8] 
Month 6 62,9 [49,6-73,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 85,7 [33,4-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [51,4-92,0] 
Month 6 63,2 [25,4-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 21 (22,6) 
95%-CI [14,6-32,4] 
TEAE in months [95%-CI]  
Median 9,10[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [70,8-89,7] 
Month 6 60,1 [40,6-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[1,64-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[2,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [46,3-88,9] 
Month 6 74,0 [46,3-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 20 (21,5) 
95%-CI [13,7-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [69,0-87,0] 
Month 6 71,5 [57,7-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[2,60-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [50,5-94,3] 
Month 6 81,8 [50,5-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [64,1-97,3] 
Month 6 89,5 [64,1-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 8 (8,6) 
95%-CI [3,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [85,2-96,8] 
Month 6 86,8 [72,9-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 7 (70,0) 
95%-CI [34,8-93,3] 
TEAE in months [95%-CI]  
Median 1,07[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,0 [12,3-67,0] 
Month 6 40,0 [12,3-67,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 10 (43,5) 
95%-CI [23,2-65,5] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,7 [32,1-72,6] 
Month 6 54,7 [32,1-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 13 (68,4) 
95%-CI [43,4-87,4] 
TEAE in months [95%-CI]  
Median 1,38[0,69-2,86] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 24,8 [7,0-48,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 52 (55,9) 
95%-CI [45,2-66,2] 
TEAE in months [95%-CI]  
Median 1,18[0,69-5,39] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,9 [31,6-53,6] 
Month 6 34,6 [20,8-48,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3072 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,3 [20,9-80,9] 
Month 6 56,3 [20,9-80,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 9 (39,1) 
95%-CI [19,7-61,5] 
TEAE in months [95%-CI]  
Median NE[0,69-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,7 [33,4-78,4] 
Month 6 51,1 [24,7-72,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 9 (47,4) 
95%-CI [24,4-71,1] 
TEAE in months [95%-CI]  
Median 2,10[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,4 [14,5-63,8] 
Month 6 39,4 [14,5-63,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 35 (37,6) 
95%-CI [27,8-48,3] 
TEAE in months [95%-CI]  
Median 5,39[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,1 [51,3-72,8] 
Month 6 49,8 [33,9-63,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 9,23[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,0 [25,3-82,7] 
Month 6 60,0 [25,3-82,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,0 [49,5-86,9] 
Month 6 73,0 [49,5-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE in months [95%-CI]  
Median NE[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [42,6-86,6] 
Month 6 70,4 [42,6-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 32 (34,4) 
95%-CI [24,9-45,0] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,9 [55,9-75,8] 
Month 6 64,7 [53,1-74,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 70,0 [32,9-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,6-97,4] 
Month 6 90,0 [65,6-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [46,1-90,1] 
Month 6 75,3 [46,1-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 29 (31,2) 
95%-CI [22,0-41,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,2 [52,1-74,0] 
Month 6 64,2 [52,1-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,69-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [63,8-95,5] 
Month 6 86,5 [63,8-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,2 [51,7-93,6] 
Month 6 81,2 [51,7-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 14 (15,1) 
95%-CI [8,5-24,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [75,8-91,6] 
Month 6 74,8 [55,0-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 9 (9,7) 
95%-CI [4,5-17,6] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [83,2-95,5] 
Month 6 91,3 [83,2-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3092 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 6 (60,0) 
95%-CI [26,2-87,8] 
TEAE in months [95%-CI]  
Median 2,10[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,0 [9,0-64,8] 
Month 6 36,0 [9,0-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 16 (69,6) 
95%-CI [47,1-86,8] 
TEAE in months [95%-CI]  
Median 1,18[0,46-3,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,0 [11,8-52,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 12 (63,2) 
95%-CI [38,4-83,7] 
TEAE in months [95%-CI]  
Median 1,84[0,49-5,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,0 [17,0-62,3] 
Month 6 16,0 [1,3-46,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 48 (51,6) 
95%-CI [41,0-62,1] 
TEAE in months [95%-CI]  
Median 2,04[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,2 [36,1-57,5] 
Month 6 40,6 [27,9-53,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 2,83[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,0 [9,8-69,7] 
Month 6 40,0 [9,8-69,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 14 (60,9) 
95%-CI [38,5-80,3] 
TEAE in months [95%-CI]  
Median 2,40[1,18-3,78] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,2 [18,4-62,9] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 8 (42,1) 
95%-CI [20,3-66,5] 
TEAE in months [95%-CI]  
Median 5,16[1,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,4 [25,8-74,8] 
Month 6 40,1 [12,7-66,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 32 (34,4) 
95%-CI [24,9-45,0] 
TEAE in months [95%-CI]  
Median 8,05[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [57,9-78,0] 
Month 6 55,1 [40,4-67,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,1 [28,9-93,0] 
Month 6 74,1 [28,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,0 [42,7-87,1] 
Month 6 63,1 [34,4-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [38,0-85,3] 
Month 6 67,5 [38,0-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 16 (17,2) 
95%-CI [10,2-26,4] 
TEAE in months [95%-CI]  
Median NE[5,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [70,1-89,8] 
Month 6 66,4 [47,4-79,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [27,2-88,2] 
Month 6 66,7 [27,2-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [46,2-88,2] 
Month 6 65,1 [36,6-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[2,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [46,1-90,1] 
Month 6 75,3 [46,1-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 10 (10,8) 
95%-CI [5,3-18,9] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [78,1-94,4] 
Month 6 85,7 [72,9-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,69-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,1 [28,9-93,0] 
Month 6 74,1 [28,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,7 [51,6-91,7] 
Month 6 70,8 [41,9-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [54,9-94,0] 
Month 6 82,5 [54,9-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 13 (14,0) 
95%-CI [7,7-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [76,3-92,3] 
Month 6 78,2 [61,7-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 8 (8,6) 
95%-CI [3,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [80,6-95,4] 
Month 6 87,8 [76,3-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median NE[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,4 [14,4-79,6] 
Month 6 51,4 [14,4-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
TEAE in months [95%-CI]  
Median 4,63[0,76-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,5 [30,4-74,7] 
Month 6 37,0 [8,5-66,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 11 (57,9) 
95%-CI [33,5-79,7] 
TEAE in months [95%-CI]  
Median 0,59[0,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,9 [19,1-61,8] 
Month 6 40,9 [19,1-61,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3119 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 51 (54,8) 
95%-CI [44,2-65,2] 
TEAE in months [95%-CI]  
Median 1,18[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,9 [32,2-53,1] 
Month 6 42,9 [32,2-53,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 75,0 [12,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[2,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [49,1-91,2] 
Month 6 77,4 [49,1-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [46,4-87,8] 
Month 6 72,9 [46,4-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 24 (25,8) 
95%-CI [17,3-35,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [58,9-79,5] 
Month 6 70,6 [58,9-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 55,6 [7,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median 11,30[2,20-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [47,8-93,3] 
Month 6 79,7 [47,8-93,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [57,3-96,6] 
Month 6 87,1 [57,3-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 17 (18,3) 
95%-CI [11,0-27,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,5 [69,7-87,8] 
Month 6 75,8 [60,8-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 79,7 [31,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[2,04-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [48,7-90,5] 
Month 6 76,5 [48,7-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 13 (14,0) 
95%-CI [7,7-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [73,3-90,5] 
Month 6 83,9 [73,3-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [54,3-96,9] 
Month 6 87,0 [54,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [81,6-94,7] 
Month 6 85,0 [69,4-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [55,1-94,6] 
Month 6 83,3 [55,1-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 12 (12,9) 
95%-CI [6,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [79,0-94,0] 
Month 6 74,6 [54,1-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 8,51[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 52,5 [15,0-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 12 (52,2) 
95%-CI [30,6-73,2] 
TEAE in months [95%-CI]  
Median 10,15[0,26-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,8 [30,0-69,8] 
Month 6 51,8 [30,0-69,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 8 (42,1) 
95%-CI [20,3-66,5] 
TEAE in months [95%-CI]  
Median 5,75[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [31,5-77,8] 
Month 6 38,9 [8,6-69,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 52 (55,9) 
95%-CI [45,2-66,2] 
TEAE in months [95%-CI]  
Median 2,53[1,18-4,86] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,7 [36,3-58,1] 
Month 6 35,6 [23,5-47,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median 10,15[2,83-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,7 [45,9-91,3] 
Month 6 76,7 [45,9-91,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [55,9-94,3] 
Month 6 83,1 [55,9-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 14 (15,1) 
95%-CI [8,5-24,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [72,6-89,7] 
Month 6 83,0 [72,6-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 68,9 [24,8-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[5,75-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 62,5 [7,2-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 16 (17,2) 
95%-CI [10,2-26,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [70,6-89,0] 
Month 6 73,1 [56,3-84,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [61,8-95,2] 
Month 6 85,7 [61,8-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 16 (17,2) 
95%-CI [10,2-26,4] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [75,2-91,6] 
Month 6 75,9 [60,7-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 59,1 [16,0-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [68,1-97,6] 
Month 6 90,9 [68,1-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 14 (15,1) 
95%-CI [8,5-24,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [75,0-91,5] 
Month 6 79,5 [66,3-88,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 91,3 [69,5-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [83,8-96,1] 
Month 6 92,0 [83,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [64,8-95,6] 
Month 6 87,0 [64,8-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 6 (6,5) 
95%-CI [2,4-13,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,4 [88,1-98,3] 
Month 6 92,2 [80,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 9 (9,7) 
95%-CI [4,5-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [79,2-94,2] 
Month 6 88,9 [79,2-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 7 (70,0) 
95%-CI [34,8-93,3] 
TEAE in months [95%-CI]  
Median 1,18[0,26-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,8 [8,0-62,7] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAE in months [95%-CI]  
Median 2,79[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,2 [16,8-70,3] 
Month 6 45,2 [16,8-70,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 11 (57,9) 
95%-CI [33,5-79,7] 
TEAE in months [95%-CI]  
Median 1,51[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 42 (45,2) 
95%-CI [34,8-55,8] 
TEAE in months [95%-CI]  
Median 2,30[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,8 [37,8-60,6] 
Month 6 40,8 [25,7-55,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median NE[1,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,5 [25,3-78,9] 
Month 6 56,5 [25,3-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [77,8-93,3] 
Month 6 83,4 [69,3-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median 8,84[0,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3181 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,6-97,4] 
Month 6 90,0 [65,6-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [58,6-96,7] 
Month 6 87,5 [58,6-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3183 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 12 (12,9) 
95%-CI [6,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [74,9-91,7] 
Month 6 82,2 [69,6-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[2,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,1 [48,8-93,4] 
Month 6 80,1 [48,8-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,9 [47,7-90,2] 
Month 6 75,9 [47,7-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 8 (8,6) 
95%-CI [3,8-16,2] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [81,2-95,5] 
Month 6 90,7 [81,2-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[1,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 59,3 [7,7-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [37,9-88,1] 
Month 6 70,4 [37,9-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3190 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [59,5-96,8] 
Month 6 87,8 [59,5-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [84,4-96,7] 
Month 6 87,6 [70,7-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median 3,91[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 24,0 [1,0-64,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 9 (39,1) 
95%-CI [19,7-61,5] 
TEAE in months [95%-CI]  
Median NE[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,6 [30,9-74,6] 
Month 6 55,6 [30,9-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 8 (42,1) 
95%-CI [20,3-66,5] 
TEAE in months [95%-CI]  
Median 6,01[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,0 [36,3-79,8] 
Month 6 62,0 [36,3-79,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 39 (41,9) 
95%-CI [31,8-52,6] 
TEAE in months [95%-CI]  
Median 4,34[2,79-7,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,5 [45,8-69,3] 
Month 6 37,6 [22,2-52,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 60,0 [7,6-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [56,4-92,4] 
Month 6 80,8 [56,4-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3198 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [55,7-94,2] 
Month 6 82,9 [55,7-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 23 (24,7) 
95%-CI [16,4-34,8] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [58,9-81,0] 
Month 6 67,9 [53,4-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 14 (15,1) 
95%-CI [8,5-24,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [76,4-92,4] 
Month 6 78,3 [62,0-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[3,94-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 75,0 [12,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3205 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [53,5-94,6] 
Month 6 83,0 [53,5-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3207 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [79,7-94,6] 
Month 6 80,7 [63,2-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median 6,47[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,7 [48,0-89,0] 
Month 6 62,2 [29,5-83,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median 3,55[2,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,9 [28,2-82,4] 
Month 6 45,7 [13,6-73,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 34 (36,6) 
95%-CI [26,8-47,2] 
TEAE in months [95%-CI]  
Median 4,83[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,5 [44,4-68,5] 
Month 6 48,5 [32,3-62,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 53,3 [8,5-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 7 (30,4) 
95%-CI [13,2-52,9] 
TEAE in months [95%-CI]  
Median NE[1,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,0 [40,9-82,5] 
Month 6 66,0 [40,9-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,7 [26,2-78,6] 
Month 6 56,7 [26,2-78,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 30 (32,3) 
95%-CI [22,9-42,7] 
TEAE in months [95%-CI]  
Median 5,82[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [53,1-76,6] 
Month 6 46,9 [28,3-63,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median 9,23[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [65,9-97,5] 
Month 6 60,1 [20,1-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 7 (36,8) 
95%-CI [16,3-61,6] 
TEAE in months [95%-CI]  
Median 5,29[3,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [53,9-93,9] 
Month 6 22,0 [1,3-58,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 27 (29,0) 
95%-CI [20,1-39,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,7 [59,3-79,4] 
Month 6 65,1 [51,7-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 63,6 [20,1-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [79,6-93,3] 
Month 6 88,2 [79,6-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [54,3-96,9] 
Month 6 87,0 [54,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median NE[0,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,5 [39,9-83,5] 
Month 6 66,5 [39,9-83,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 19 (20,4) 
95%-CI [12,8-30,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [71,2-88,2] 
Month 6 75,5 [62,3-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [51,1-91,1] 
Month 6 77,9 [51,1-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3231 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,9 [85,9-97,4] 
Month 6 91,1 [80,1-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [48,8-91,7] 
Month 6 77,9 [48,8-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 4 (21,1) 
95%-CI [6,1-45,6] 
TEAE in months [95%-CI]  
Median NE[1,97-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,6 [46,9-90,2] 
Month 6 75,6 [46,9-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 20 (21,5) 
95%-CI [13,7-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [64,2-83,7] 
Month 6 75,5 [64,2-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3237 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [53,9-96,7] 
Month 6 86,6 [53,9-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 12 (12,9) 
95%-CI [6,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [72,9-90,8] 
Month 6 84,0 [72,9-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE in months [95%-CI]  
Median 4,14[2,99-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [39,4-91,5] 
Month 6 34,3 [6,3-66,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [76,9-94,1] 
Month 6 82,3 [68,0-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [68,8-97,7] 
Month 6 91,1 [68,8-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE in months [95%-CI]  
Median NE[2,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [46,1-89,9] 
Month 6 75,0 [46,1-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [79,6-94,2] 
Month 6 79,8 [60,7-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [51,4-93,4] 
Month 6 80,8 [51,4-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [83,4-96,0] 
Month 6 91,8 [83,4-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [63,7-95,5] 
Month 6 86,5 [63,7-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [62,1-97,1] 
Month 6 88,8 [62,1-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 10 (10,8) 
95%-CI [5,3-18,9] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [80,7-94,4] 
Month 6 89,5 [80,7-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [53,6-92,0] 
Month 6 79,7 [53,6-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE in months [95%-CI]  
Median NE[2,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 8 (8,6) 
95%-CI [3,8-16,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [81,3-95,8] 
Month 6 87,9 [75,7-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 95,0 [69,5-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3263 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS06: Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Ann Arbor stage 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 10 (10,8) 
95%-CI [5,3-18,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [76,7-93,0] 
Month 6 87,0 [76,7-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.7 Merkmal: Bulky Erkrankung 
 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 92 (67,2) 
95%-CI [58,6-74,9] 
TEAE in months [95%-CI]  
Median 1,38[0,85-2,00] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,2 [26,6-43,9] 
Month 6 23,0 [14,3-33,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 38 (27,7) 
95%-CI [20,4-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,9 [60,6-77,4] 
Month 6 67,5 [57,2-75,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 28 (20,4) 
95%-CI [14,0-28,2] 
TEAE in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [75,2-89,7] 
Month 6 68,1 [53,9-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 26 (19,0) 
95%-CI [12,8-26,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [72,6-87,0] 
Month 6 76,0 [66,1-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 14 (10,2) 
95%-CI [5,7-16,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [82,0-94,1] 
Month 6 85,7 [76,0-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 78 (56,9) 
95%-CI [48,2-65,4] 
TEAE in months [95%-CI]  
Median 1,38[0,72-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,2 [33,1-51,0] 
Month 6 36,4 [26,4-46,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 54 (39,4) 
95%-CI [31,2-48,1] 
TEAE in months [95%-CI]  
Median 7,62[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,8 [50,0-68,2] 
Month 6 50,7 [39,3-61,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 45 (32,8) 
95%-CI [25,1-41,4] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,4 [59,6-75,7] 
Month 6 67,0 [57,9-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 36 (26,3) 
95%-CI [19,1-34,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [61,1-77,9] 
Month 6 70,4 [61,1-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 21 (15,3) 
95%-CI [9,7-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [76,9-90,0] 
Month 6 78,2 [65,4-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [85,0-95,6] 
Month 6 91,9 [85,0-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 77 (56,2) 
95%-CI [47,5-64,7] 
TEAE in months [95%-CI]  
Median 1,84[1,22-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,0 [33,8-51,8] 
Month 6 32,1 [22,1-42,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 54 (39,4) 
95%-CI [31,2-48,1] 
TEAE in months [95%-CI]  
Median 4,14[3,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,3 [51,2-69,9] 
Month 6 45,2 [33,3-56,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 27 (19,7) 
95%-CI [13,4-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [68,6-85,4] 
Month 6 68,1 [55,4-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 22 (16,1) 
95%-CI [10,3-23,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [74,1-88,9] 
Month 6 79,4 [69,4-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 21 (15,3) 
95%-CI [9,7-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [76,1-90,0] 
Month 6 78,1 [66,7-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 9 (6,6) 
95%-CI [3,0-12,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [86,9-96,9] 
Month 6 90,5 [82,0-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 72 (52,6) 
95%-CI [43,9-61,1] 
TEAE in months [95%-CI]  
Median 1,84[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,7 [36,6-54,4] 
Month 6 43,5 [33,8-52,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 3282 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 31 (22,6) 
95%-CI [15,9-30,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [66,5-82,3] 
Month 6 73,4 [63,6-80,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 25 (18,2) 
95%-CI [12,2-25,7] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [71,7-87,0] 
Month 6 75,8 [64,4-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 17 (12,4) 
95%-CI [7,4-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [78,8-91,7] 
Month 6 84,0 [74,3-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 16 (11,7) 
95%-CI [6,8-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [81,3-93,2] 
Month 6 85,9 [76,0-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 15 (10,9) 
95%-CI [6,3-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [82,4-94,1] 
Month 6 81,1 [67,4-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 70 (51,1) 
95%-CI [42,4-59,7] 
TEAE in months [95%-CI]  
Median 3,48[2,04-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,7 [44,4-62,2] 
Month 6 42,3 [31,7-52,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 22 (16,1) 
95%-CI [10,3-23,3] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,6 [74,2-88,5] 
Month 6 82,6 [74,2-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 20 (14,6) 
95%-CI [9,2-21,6] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [79,9-92,7] 
Month 6 74,6 [60,2-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [80,3-92,6] 
Month 6 81,9 [71,4-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [79,3-91,9] 
Month 6 82,0 [72,3-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [85,5-95,3] 
Month 6 91,7 [85,5-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [87,5-96,5] 
Month 6 91,4 [83,9-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 8 (5,8) 
95%-CI [2,6-11,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [86,6-96,6] 
Month 6 93,2 [86,6-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 68 (49,6) 
95%-CI [41,0-58,3] 
TEAE in months [95%-CI]  
Median 2,07[1,45-3,91] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,7 [33,8-53,2] 
Month 6 32,1 [18,8-46,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 18 (13,1) 
95%-CI [8,0-20,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [76,5-90,5] 
Month 6 82,5 [72,5-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [77,6-90,8] 
Month 6 83,5 [74,6-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 15 (10,9) 
95%-CI [6,3-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [79,8-92,6] 
Month 6 87,6 [79,8-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 15 (10,9) 
95%-CI [6,3-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [79,7-92,9] 
Month 6 82,4 [70,5-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 56 (40,9) 
95%-CI [32,6-49,6] 
TEAE in months [95%-CI]  
Median 4,44[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,1 [52,2-70,5] 
Month 6 44,6 [32,5-56,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 29 (21,2) 
95%-CI [14,7-29,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [68,0-84,2] 
Month 6 72,6 [61,3-81,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 16 (11,7) 
95%-CI [6,8-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [83,3-94,4] 
Month 6 83,7 [72,4-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 14 (10,2) 
95%-CI [5,7-16,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [83,6-95,1] 
Month 6 83,6 [71,3-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3304 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 46 (33,6) 
95%-CI [25,7-42,1] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,8 [53,5-72,3] 
Month 6 54,1 [41,4-65,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 43 (31,4) 
95%-CI [23,7-39,9] 
TEAE in months [95%-CI]  
Median 7,10[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [56,5-75,1] 
Month 6 53,3 [39,4-65,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 39 (28,5) 
95%-CI [21,1-36,8] 
TEAE in months [95%-CI]  
Median 9,23[5,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [67,9-83,0] 
Month 6 57,7 [43,4-69,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 15 (10,9) 
95%-CI [6,3-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [83,9-94,3] 
Month 6 85,3 [74,6-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 29 (21,2) 
95%-CI [14,7-29,0] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,2 [70,8-85,4] 
Month 6 75,7 [66,1-83,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [86,7-96,2] 
Month 6 91,2 [83,8-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3310 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 27 (19,7) 
95%-CI [13,4-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,5 [68,6-84,2] 
Month 6 77,5 [68,6-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 15 (10,9) 
95%-CI [6,3-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [78,2-91,8] 
Month 6 86,5 [78,2-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [78,7-92,9] 
Month 6 76,3 [63,8-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [79,3-91,8] 
Month 6 81,8 [70,4-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [84,0-94,9] 
Month 6 90,9 [84,0-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 16 (11,7) 
95%-CI [6,8-18,3] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [82,2-93,4] 
Month 6 89,1 [82,2-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 13 (9,5) 
95%-CI [5,1-15,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [80,4-93,6] 
Month 6 86,8 [77,5-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS07: Time to first TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Bulky disease 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 9 (6,6) 
95%-CI [3,0-12,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [85,3-96,0] 
Month 6 92,2 [85,3-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.8 Merkmal: Double/Triple-Hit 
 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 12 (80,0) 
95%-CI [51,9-95,7] 
TEAE in months [95%-CI]  
Median 0,85[0,07-1,77] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 10,2 [0,7-35,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 84 (64,6) 
95%-CI [55,8-72,8] 
TEAE in months [95%-CI]  
Median 1,48[0,95-2,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,9 [28,8-47,0] 
Month 6 24,5 [15,1-35,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median NE[0,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,2 [20,4-76,6] 
Month 6 52,2 [20,4-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 34 (26,2) 
95%-CI [18,8-34,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,8 [62,4-79,3] 
Month 6 69,2 [58,5-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 4,90[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 32,5 [1,4-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 25 (19,2) 
95%-CI [12,8-27,1] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [74,3-89,7] 
Month 6 71,7 [57,8-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,9 [24,6-80,9] 
Month 6 57,9 [24,6-80,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 23 (17,7) 
95%-CI [11,6-25,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [74,5-88,7] 
Month 6 77,2 [66,7-84,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[3,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 80,0 [37,4-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 12 (9,2) 
95%-CI [4,9-15,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [81,4-94,3] 
Month 6 87,3 [77,6-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 9 (60,0) 
95%-CI [32,3-83,7] 
TEAE in months [95%-CI]  
Median 0,49[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,3 [13,6-61,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 73 (56,2) 
95%-CI [47,2-64,8] 
TEAE in months [95%-CI]  
Median 1,41[0,82-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,7 [33,2-51,9] 
Month 6 36,4 [25,9-46,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,7 [29,1-81,7] 
Month 6 60,7 [29,1-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 52 (40,0) 
95%-CI [31,5-49,0] 
TEAE in months [95%-CI]  
Median 5,39[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,1 [48,9-67,9] 
Month 6 49,0 [37,1-59,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median NE[0,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [29,3-78,9] 
Month 6 58,3 [29,3-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 42 (32,3) 
95%-CI [24,4-41,1] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,1 [60,0-76,5] 
Month 6 67,6 [58,2-75,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3334 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median NE[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [30,7-79,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 32 (24,6) 
95%-CI [17,5-32,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [61,9-79,2] 
Month 6 71,6 [61,9-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3336 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,0 [43,9-92,0] 
Month 6 77,0 [43,9-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [78,6-91,5] 
Month 6 79,2 [65,2-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median 8,05[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [85,7-96,5] 
Month 6 92,8 [85,7-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 8 (53,3) 
95%-CI [26,6-78,7] 
TEAE in months [95%-CI]  
Median 2,10[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,7 [16,3-67,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 74 (56,9) 
95%-CI [48,0-65,6] 
TEAE in months [95%-CI]  
Median 1,51[1,18-3,09] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,9 [32,4-51,0] 
Month 6 30,1 [19,8-40,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median 8,05[1,15-8,05] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,6 [22,4-79,4] 
Month 6 55,6 [22,4-79,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 53 (40,8) 
95%-CI [32,2-49,7] 
TEAE in months [95%-CI]  
Median 4,14[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,7 [49,4-68,6] 
Month 6 42,2 [30,2-53,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 79,1 [36,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 27 (20,8) 
95%-CI [14,2-28,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [67,3-84,7] 
Month 6 66,3 [53,0-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [42,0-95,4] 
Month 6 81,7 [42,0-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 21 (16,2) 
95%-CI [10,3-23,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,9 [73,9-89,1] 
Month 6 79,0 [68,4-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[4,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 57,8 [8,5-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 20 (15,4) 
95%-CI [9,7-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [74,3-89,2] 
Month 6 79,1 [68,5-86,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [85,1-96,2] 
Month 6 88,8 [79,6-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 10 (66,7) 
95%-CI [38,4-88,2] 
TEAE in months [95%-CI]  
Median 0,89[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 23,7 [4,7-50,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 67 (51,5) 
95%-CI [42,6-60,4] 
TEAE in months [95%-CI]  
Median 1,84[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,4 [38,1-56,1] 
Month 6 44,9 [34,9-54,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE in months [95%-CI]  
Median NE[0,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,8 [28,8-82,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 29 (22,3) 
95%-CI [15,5-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,0 [66,9-82,9] 
Month 6 73,6 [63,4-81,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,2 [28,1-85,7] 
Month 6 64,2 [28,1-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 21 (16,2) 
95%-CI [10,3-23,6] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [74,4-89,4] 
Month 6 77,7 [65,4-86,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3359 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [76,3-90,4] 
Month 6 82,0 [71,4-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [81,8-94,0] 
Month 6 86,4 [75,6-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 4,96[2,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,5 [34,9-90,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [83,0-94,6] 
Month 6 84,3 [71,4-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 9 (60,0) 
95%-CI [32,3-83,7] 
TEAE in months [95%-CI]  
Median 1,58[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,3 [13,6-61,5] 
Month 6 37,3 [13,6-61,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 68 (52,3) 
95%-CI [43,4-61,1] 
TEAE in months [95%-CI]  
Median 3,48[1,48-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,1 [43,6-61,8] 
Month 6 40,7 [29,7-51,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3366 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [45,5-92,3] 
Month 6 77,8 [45,5-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 20 (15,4) 
95%-CI [9,7-22,8] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [74,2-89,0] 
Month 6 83,0 [74,2-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3368 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median 4,96[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,0 [35,3-90,9] 
Month 6 48,6 [8,6-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [81,0-93,3] 
Month 6 76,9 [62,0-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [50,0-93,1] 
Month 6 64,0 [25,0-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [78,7-91,9] 
Month 6 82,6 [72,2-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [53,3-96,2] 
Month 6 85,6 [53,3-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 18 (13,8) 
95%-CI [8,4-21,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [78,9-92,0] 
Month 6 81,2 [70,7-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [84,5-95,0] 
Month 6 91,1 [84,5-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [88,7-97,3] 
Month 6 92,3 [84,1-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [84,8-95,9] 
Month 6 92,0 [84,8-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 7 (46,7) 
95%-CI [21,3-73,4] 
TEAE in months [95%-CI]  
Median 3,91[0,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [27,3-77,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 61 (46,9) 
95%-CI [38,1-55,9] 
TEAE in months [95%-CI]  
Median 2,17[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [33,7-54,3] 
Month 6 34,8 [20,1-50,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 67,9 [24,9-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [76,8-91,3] 
Month 6 85,6 [76,8-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 84,9 [51,2-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 17 (13,1) 
95%-CI [7,8-20,1] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [78,1-91,5] 
Month 6 84,0 [74,5-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [59,1-99,0] 
Month 6 92,9 [59,1-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [79,3-92,7] 
Month 6 87,6 [79,3-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [78,2-92,4] 
Month 6 80,7 [67,4-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median 3,02[2,46-4,90] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [24,8-84,5] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 54 (41,5) 
95%-CI [33,0-50,5] 
TEAE in months [95%-CI]  
Median 4,44[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,8 [50,8-69,4] 
Month 6 46,2 [34,0-57,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [31,2-89,7] 
Month 6 70,0 [31,2-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 29 (22,3) 
95%-CI [15,5-30,4] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [67,4-83,8] 
Month 6 71,7 [60,0-80,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 58,3 [7,7-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [83,6-94,4] 
Month 6 86,0 [76,0-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3397 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [81,5-94,2] 
Month 6 81,1 [67,5-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE in months [95%-CI]  
Median 2,99[0,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,7 [16,1-72,8] 
Month 6 46,7 [16,1-72,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 42 (32,3) 
95%-CI [24,4-41,1] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,3 [54,7-74,0] 
Month 6 54,4 [40,7-66,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 7 (46,7) 
95%-CI [21,3-73,4] 
TEAE in months [95%-CI]  
Median 4,40[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,3 [23,7-77,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 39 (30,0) 
95%-CI [22,3-38,7] 
TEAE in months [95%-CI]  
Median 7,10[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,6 [57,0-76,2] 
Month 6 55,4 [40,9-67,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [41,2-88,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 36 (27,7) 
95%-CI [20,2-36,2] 
TEAE in months [95%-CI]  
Median 9,23[5,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [68,4-84,0] 
Month 6 57,2 [42,2-69,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [50,0-93,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 12 (9,2) 
95%-CI [4,9-15,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [85,8-95,7] 
Month 6 86,6 [75,0-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [42,5-88,8] 
Month 6 72,7 [42,5-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 25 (19,2) 
95%-CI [12,8-27,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [72,4-87,2] 
Month 6 76,9 [66,5-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [85,9-96,0] 
Month 6 90,5 [82,5-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE in months [95%-CI]  
Median NE[1,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [37,9-87,8] 
Month 6 70,0 [37,9-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 24 (18,5) 
95%-CI [12,2-26,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [69,1-85,2] 
Month 6 78,4 [69,1-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [51,2-96,0] 
Month 6 84,9 [51,2-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [77,5-91,9] 
Month 6 86,3 [77,5-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [25,6-88,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 16 (12,3) 
95%-CI [7,2-19,2] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [81,7-95,0] 
Month 6 77,7 [64,3-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 19 (14,6) 
95%-CI [9,0-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [78,0-91,3] 
Month 6 80,3 [67,8-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [83,0-94,5] 
Month 6 90,3 [83,0-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [83,0-94,2] 
Month 6 90,0 [83,0-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3423 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [80,0-93,5] 
Month 6 86,3 [76,5-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE in months [95%-CI]  
Median NE[1,81-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS08: Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Double/Triple hit 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [83,7-95,2] 
Month 6 91,0 [83,7-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.9 Merkmal: Transformation des DLBCL 
 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 21 (72,4) 
95%-CI [52,8-87,3] 
TEAE in months [95%-CI]  
Median 0,85[0,23-1,61] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 24,4 [9,8-42,5] 
Month 6 18,3 [5,6-36,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 75 (64,7) 
95%-CI [55,2-73,3] 
TEAE in months [95%-CI]  
Median 1,51[0,95-2,56] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,7 [28,0-47,4] 
Month 6 23,7 [13,6-35,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 14 (48,3) 
95%-CI [29,4-67,5] 
TEAE in months [95%-CI]  
Median 2,07[0,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,6 [27,4-65,4] 
Month 6 47,6 [27,4-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 26 (22,4) 
95%-CI [15,2-31,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [65,1-82,8] 
Month 6 72,1 [60,2-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [69,2-96,3] 
Month 6 88,8 [69,2-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 26 (22,4) 
95%-CI [15,2-31,1] 
TEAE in months [95%-CI]  
Median 9,10[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [72,2-89,1] 
Month 6 62,1 [45,5-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[3,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [63,2-93,8] 
Month 6 69,0 [40,9-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 22 (19,0) 
95%-CI [12,3-27,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,2 [69,7-86,1] 
Month 6 77,1 [66,6-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [56,6-95,1] 
Month 6 84,5 [56,6-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 11 (9,5) 
95%-CI [4,8-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [83,4-95,5] 
Month 6 86,5 [75,4-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 16 (55,2) 
95%-CI [35,7-73,6] 
TEAE in months [95%-CI]  
Median 0,95[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,8 [24,3-60,1] 
Month 6 42,8 [24,3-60,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3437 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 66 (56,9) 
95%-CI [47,4-66,1] 
TEAE in months [95%-CI]  
Median 1,41[0,82-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,1 [32,0-51,8] 
Month 6 35,2 [24,2-46,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 14 (48,3) 
95%-CI [29,4-67,5] 
TEAE in months [95%-CI]  
Median 2,10[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,2 [18,0-59,9] 
Month 6 39,2 [18,0-59,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3439 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 43 (37,1) 
95%-CI [28,3-46,5] 
TEAE in months [95%-CI]  
Median 7,62[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,9 [53,5-72,6] 
Month 6 52,9 [40,1-64,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 12 (41,4) 
95%-CI [23,5-61,1] 
TEAE in months [95%-CI]  
Median 7,92[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,9 [43,1-78,8] 
Month 6 58,1 [36,3-74,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 36 (31,0) 
95%-CI [22,8-40,3] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [59,3-76,8] 
Month 6 69,0 [59,3-76,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,1 [48,3-87,4] 
Month 6 73,1 [48,3-87,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 32 (27,6) 
95%-CI [19,7-36,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,6 [59,6-77,6] 
Month 6 69,6 [59,6-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median NE[4,70-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,6 [52,2-86,6] 
Month 6 58,9 [25,9-81,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 13 (11,2) 
95%-CI [6,1-18,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [80,1-93,2] 
Month 6 83,9 [70,1-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [67,3-94,6] 
Month 6 86,2 [67,3-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 7 (6,0) 
95%-CI [2,5-12,0] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [85,9-97,3] 
Month 6 93,7 [85,9-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 20 (69,0) 
95%-CI [49,2-84,7] 
TEAE in months [95%-CI]  
Median 0,49[0,43-1,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,7 [16,5-49,9] 
Month 6 26,1 [10,6-44,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 62 (53,4) 
95%-CI [44,0-62,8] 
TEAE in months [95%-CI]  
Median 2,10[1,25-3,78] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,4 [34,1-54,2] 
Month 6 33,4 [22,2-45,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 15 (51,7) 
95%-CI [32,5-70,6] 
TEAE in months [95%-CI]  
Median 2,73[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,8 [21,1-61,4] 
Month 6 31,4 [10,8-54,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 44 (37,9) 
95%-CI [29,1-47,4] 
TEAE in months [95%-CI]  
Median 4,99[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,0 [53,2-73,0] 
Month 6 46,5 [33,3-58,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [63,8-95,8] 
Month 6 74,6 [38,8-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 25 (21,6) 
95%-CI [14,5-30,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [64,1-83,4] 
Month 6 65,6 [51,8-76,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [56,0-91,0] 
Month 6 79,1 [56,0-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 18 (15,5) 
95%-CI [9,5-23,4] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [73,8-90,0] 
Month 6 79,3 [67,9-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [58,1-93,1] 
Month 6 82,1 [58,1-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 19 (16,4) 
95%-CI [10,2-24,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [74,8-90,0] 
Month 6 76,2 [63,1-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [78,0-99,5] 
Month 6 88,5 [57,7-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [84,2-96,3] 
Month 6 90,3 [81,0-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 18 (62,1) 
95%-CI [42,3-79,3] 
TEAE in months [95%-CI]  
Median 0,49[0,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,0 [18,9-53,5] 
Month 6 36,0 [18,9-53,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 59 (50,9) 
95%-CI [41,4-60,3] 
TEAE in months [95%-CI]  
Median 2,76[1,12-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,3 [37,3-56,7] 
Month 6 44,4 [33,4-54,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,8 [54,1-87,1] 
Month 6 66,4 [41,1-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 26 (22,4) 
95%-CI [15,2-31,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,2 [64,0-81,8] 
Month 6 74,2 [64,0-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [65,4-94,3] 
Month 6 75,9 [46,9-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 20 (17,2) 
95%-CI [10,9-25,4] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [70,2-87,4] 
Month 6 76,9 [64,2-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [66,3-94,4] 
Month 6 85,8 [66,3-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 15 (12,9) 
95%-CI [7,4-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [76,5-91,4] 
Month 6 82,4 [70,8-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [71,3-96,5] 
Month 6 89,7 [71,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 13 (11,2) 
95%-CI [6,1-18,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [80,8-93,9] 
Month 6 85,7 [73,8-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [65,4-94,3] 
Month 6 85,3 [65,4-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 13 (11,2) 
95%-CI [6,1-18,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [80,9-94,2] 
Month 6 78,8 [62,5-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 16 (55,2) 
95%-CI [35,7-73,6] 
TEAE in months [95%-CI]  
Median 3,38[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,5 [34,8-70,6] 
Month 6 42,4 [22,1-61,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 61 (52,6) 
95%-CI [43,1-61,9] 
TEAE in months [95%-CI]  
Median 3,09[1,41-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,3 [40,0-59,7] 
Month 6 39,9 [28,4-51,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [67,7-96,1] 
Month 6 88,3 [67,7-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 20 (17,2) 
95%-CI [10,9-25,4] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,1 [71,5-87,8] 
Month 6 81,1 [71,5-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [66,3-94,4] 
Month 6 71,5 [34,4-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 17 (14,7) 
95%-CI [8,8-22,4] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [77,9-92,6] 
Month 6 74,2 [58,1-84,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[3,52-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [68,8-96,2] 
Month 6 72,6 [43,0-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 17 (14,7) 
95%-CI [8,8-22,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [76,7-91,1] 
Month 6 82,6 [71,7-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[3,52-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [62,2-93,7] 
Month 6 75,5 [47,9-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 15 (12,9) 
95%-CI [7,4-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [79,1-92,6] 
Month 6 83,5 [73,1-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 12 (10,3) 
95%-CI [5,5-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [81,8-93,8] 
Month 6 89,2 [81,8-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [61,6-92,1] 
Month 6 81,9 [61,6-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 5 (4,3) 
95%-CI [1,4-9,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [91,1-98,7] 
Month 6 94,1 [84,9-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [74,7-98,2] 
Month 6 93,0 [74,7-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [84,1-96,0] 
Month 6 91,9 [84,1-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 12 (41,4) 
95%-CI [23,5-61,1] 
TEAE in months [95%-CI]  
Median 2,79[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,9 [15,3-66,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 56 (48,3) 
95%-CI [38,9-57,7] 
TEAE in months [95%-CI]  
Median 2,17[1,45-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,9 [35,2-55,9] 
Month 6 33,1 [18,8-48,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [63,6-93,9] 
Month 6 84,5 [63,6-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 14 (12,1) 
95%-CI [6,8-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [76,1-91,6] 
Month 6 82,6 [70,8-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [68,8-97,7] 
Month 6 91,1 [68,8-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 16 (13,8) 
95%-CI [8,1-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [75,6-90,5] 
Month 6 82,2 [71,6-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [64,5-94,0] 
Month 6 84,9 [64,5-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3495 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 11 (9,5) 
95%-CI [4,8-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [80,2-94,0] 
Month 6 88,9 [80,2-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [47,7-89,7] 
Month 6 75,3 [47,7-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3497 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 10 (8,6) 
95%-CI [4,2-15,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [83,0-95,6] 
Month 6 84,8 [70,8-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 12 (41,4) 
95%-CI [23,5-61,1] 
TEAE in months [95%-CI]  
Median 3,91[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,3 [31,6-72,4] 
Month 6 47,5 [24,8-67,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 48 (41,4) 
95%-CI [32,3-50,9] 
TEAE in months [95%-CI]  
Median 4,44[3,02-7,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,5 [51,7-71,5] 
Month 6 42,2 [28,4-55,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median NE[2,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,0 [38,8-81,0] 
Month 6 64,0 [38,8-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 24 (20,7) 
95%-CI [13,7-29,2] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,7 [68,8-85,8] 
Month 6 72,9 [60,0-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [68,0-96,2] 
Month 6 88,4 [68,0-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 14 (12,1) 
95%-CI [6,8-19,4] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [82,4-94,8] 
Month 6 82,3 [68,8-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [72,5-98,1] 
Month 6 83,1 [51,8-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 12 (10,3) 
95%-CI [5,5-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [81,4-94,9] 
Month 6 83,4 [69,2-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
TEAE in months [95%-CI]  
Median NE[1,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,4 [39,0-77,6] 
Month 6 53,7 [29,8-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 37 (31,9) 
95%-CI [23,6-41,2] 
TEAE in months [95%-CI]  
Median 6,47[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,6 [52,0-73,2] 
Month 6 53,4 [38,5-66,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
TEAE in months [95%-CI]  
Median 5,78[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [40,9-80,2] 
Month 6 42,7 [14,9-68,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 35 (30,2) 
95%-CI [22,0-39,4] 
TEAE in months [95%-CI]  
Median 7,10[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,4 [55,0-75,6] 
Month 6 55,6 [40,4-68,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 13 (44,8) 
95%-CI [26,4-64,3] 
TEAE in months [95%-CI]  
Median 4,17[0,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [43,3-78,9] 
Month 6 30,5 [6,8-59,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 27 (23,3) 
95%-CI [15,9-32,0] 
TEAE in months [95%-CI]  
Median 9,23[9,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,8 [70,4-86,5] 
Month 6 66,0 [50,8-77,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [70,9-97,9] 
Month 6 80,3 [44,3-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 12 (10,3) 
95%-CI [5,5-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [83,5-94,6] 
Month 6 87,1 [76,0-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3514 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [62,9-93,9] 
Month 6 84,2 [62,9-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 25 (21,6) 
95%-CI [14,5-30,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [69,8-85,9] 
Month 6 74,5 [63,1-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [71,8-98,0] 
Month 6 92,2 [71,8-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,2] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [86,7-96,8] 
Month 6 91,3 [82,6-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,6 [49,3-89,5] 
Month 6 75,6 [49,3-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 23 (19,8) 
95%-CI [13,0-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [68,6-85,0] 
Month 6 78,1 [68,6-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [53,4-92,6] 
Month 6 80,3 [53,4-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 12 (10,3) 
95%-CI [5,5-17,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [78,9-92,9] 
Month 6 87,7 [78,9-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median 7,92[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [59,6-93,3] 
Month 6 54,6 [22,4-78,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 11 (9,5) 
95%-CI [4,8-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [78,9-94,6] 
Month 6 82,1 [69,0-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [64,4-94,1] 
Month 6 84,9 [64,4-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 15 (12,9) 
95%-CI [7,4-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [79,7-93,1] 
Month 6 81,7 [67,9-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [71,5-98,0] 
Month 6 92,1 [71,5-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [83,3-95,3] 
Month 6 91,0 [83,3-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3529 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 15 (12,9) 
95%-CI [7,4-20,4] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [80,4-93,0] 
Month 6 88,1 [80,4-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS09: Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [56,6-93,1] 
Month 6 81,7 [56,6-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 10 (8,6) 
95%-CI [4,2-15,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [80,8-94,8] 
Month 6 87,4 [76,7-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [68,5-96,3] 
Month 6 88,7 [68,5-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Transformed DLBCL 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [83,4-95,8] 
Month 6 91,5 [83,4-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 36 (75,0) 
95%-CI [60,4-86,4] 
TEAE in months [95%-CI]  
Median 0,89[0,26-2,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,6 [17,1-45,1] 
Month 6 15,3 [5,1-30,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 16 (69,6) 
95%-CI [47,1-86,8] 
TEAE in months [95%-CI]  
Median 0,99[0,49-3,71] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,9 [14,8-54,2] 
Month 6 12,7 [1,1-39,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 20 (41,7) 
95%-CI [27,6-56,8] 
TEAE in months [95%-CI]  
Median NE[1,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,2 [39,0-68,7] 
Month 6 55,2 [39,0-68,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3537 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[4,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [68,1-97,6] 
Month 6 77,9 [39,2-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3538 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 10 (20,8) 
95%-CI [10,5-35,0] 
TEAE in months [95%-CI]  
Median 9,10[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [73,5-95,0] 
Month 6 65,8 [40,7-82,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,9 [48,0-91,0] 
Month 6 57,7 [26,0-79,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [69,6-92,2] 
Month 6 80,4 [63,8-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [52,8-89,7] 
Month 6 65,8 [35,2-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [81,7-97,9] 
Month 6 93,7 [81,7-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[3,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [54,3-96,9] 
Month 6 77,3 [42,4-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 24 (50,0) 
95%-CI [35,2-64,8] 
TEAE in months [95%-CI]  
Median 5,39[1,18-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [38,2-68,4] 
Month 6 45,1 [27,2-61,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
TEAE in months [95%-CI]  
Median 2,56[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,2 [17,0-64,2] 
Month 6 41,2 [17,0-64,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 16 (33,3) 
95%-CI [20,4-48,4] 
TEAE in months [95%-CI]  
Median 7,62[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,6 [51,9-81,8] 
Month 6 55,7 [35,1-72,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAE in months [95%-CI]  
Median NE[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,2 [33,5-80,2] 
Month 6 51,0 [22,7-73,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [72,6-93,8] 
Month 6 86,7 [72,6-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [54,6-90,1] 
Month 6 77,8 [54,6-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 11 (22,9) 
95%-CI [12,0-37,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,7 [58,4-85,3] 
Month 6 74,7 [58,4-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,8 [47,7-88,3] 
Month 6 73,8 [47,7-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 9 (18,8) 
95%-CI [8,9-32,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [68,2-91,0] 
Month 6 74,4 [50,7-87,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 4 (8,3) 
95%-CI [2,3-20,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [74,0-96,2] 
Month 6 89,8 [74,0-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [68,8-97,7] 
Month 6 91,1 [68,8-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 23 (47,9) 
95%-CI [33,3-62,8] 
TEAE in months [95%-CI]  
Median 3,15[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,7 [37,2-67,6] 
Month 6 38,9 [20,8-56,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 14 (60,9) 
95%-CI [38,5-80,3] 
TEAE in months [95%-CI]  
Median 1,22[0,72-4,14] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,6 [21,3-62,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 18 (37,5) 
95%-CI [24,0-52,6] 
TEAE in months [95%-CI]  
Median 5,16[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [47,4-77,9] 
Month 6 45,8 [25,9-63,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAE in months [95%-CI]  
Median NE[2,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,3 [43,0-85,2] 
Month 6 51,3 [23,1-73,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [68,5-91,8] 
Month 6 76,6 [54,8-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[3,25-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [50,4-95,9] 
Month 6 52,5 [19,1-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [75,0-96,1] 
Month 6 85,4 [67,1-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 86,8 [54,1-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 6 (12,5) 
95%-CI [4,7-25,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [73,9-95,0] 
Month 6 83,6 [65,6-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [79,2-98,6] 
Month 6 94,4 [79,2-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 86,8 [54,1-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 32 (66,7) 
95%-CI [51,6-79,6] 
TEAE in months [95%-CI]  
Median 0,89[0,53-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,7 [18,5-45,7] 
Month 6 31,7 [18,5-45,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 12 (52,2) 
95%-CI [30,6-73,2] 
TEAE in months [95%-CI]  
Median 1,41[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,5 [24,2-64,6] 
Month 6 45,5 [24,2-64,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 15 (31,3) 
95%-CI [18,7-46,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [50,2-78,3] 
Month 6 66,3 [50,2-78,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [42,1-85,3] 
Month 6 69,0 [42,1-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 11 (22,9) 
95%-CI [12,0-37,3] 
TEAE in months [95%-CI]  
Median 11,30[5,32-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,3 [58,8-87,1] 
Month 6 69,4 [47,4-83,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [57,1-94,8] 
Month 6 84,1 [57,1-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [65,0-91,0] 
Month 6 81,8 [65,0-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [64,3-95,5] 
Month 6 86,7 [64,3-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [72,3-93,8] 
Month 6 86,6 [72,3-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [55,6-94,7] 
Month 6 69,8 [31,9-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [72,7-94,8] 
Month 6 75,3 [50,8-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [65,2-97,5] 
Month 6 90,0 [65,2-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 18 (37,5) 
95%-CI [24,0-52,6] 
TEAE in months [95%-CI]  
Median 6,44[3,38-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,1 [52,0-81,1] 
Month 6 58,3 [37,6-74,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 14 (60,9) 
95%-CI [38,5-80,3] 
TEAE in months [95%-CI]  
Median 1,58[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,4 [19,6-60,4] 
Month 6 33,6 [14,0-54,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
TEAE in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [83,4-98,9] 
Month 6 95,6 [83,4-98,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [43,4-90,2] 
Month 6 74,5 [43,4-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE in months [95%-CI]  
Median NE[5,75-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [68,3-93,8] 
Month 6 71,8 [46,1-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [68,1-97,6] 
Month 6 81,8 [50,5-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [80,6-97,8] 
Month 6 88,6 [70,6-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,1 [39,2-85,4] 
Month 6 68,1 [39,2-85,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [83,5-98,9] 
Month 6 95,6 [83,5-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [83,2-98,9] 
Month 6 95,5 [83,2-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 91,3 [69,5-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 4 (8,3) 
95%-CI [2,3-20,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [79,3-96,8] 
Month 6 91,7 [79,3-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 87,0 [54,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 1 (2,1) 
95%-CI [0,1-11,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,8 [85,6-99,7] 
Month 6 97,8 [85,6-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3595 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[2,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [49,5-91,4] 
Month 6 77,8 [49,5-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 29 (60,4) 
95%-CI [45,3-74,2] 
TEAE in months [95%-CI]  
Median 1,51[1,18-2,79] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,2 [19,2-49,8] 
Month 6 18,3 [4,5-39,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAE in months [95%-CI]  
Median NE[1,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,5 [38,9-81,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 10 (20,8) 
95%-CI [10,5-35,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [61,1-88,0] 
Month 6 72,6 [53,2-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [55,0-96,4] 
Month 6 86,2 [55,0-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [72,0-94,6] 
Month 6 87,4 [72,0-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [61,3-95,1] 
Month 6 85,5 [61,3-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [80,0-97,7] 
Month 6 93,1 [80,0-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [60,7-97,1] 
Month 6 88,6 [60,7-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 9 (18,8) 
95%-CI [8,9-32,6] 
TEAE in months [95%-CI]  
Median NE[4,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [65,0-91,0] 
Month 6 69,0 [45,2-84,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 94,4 [66,6-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 19 (39,6) 
95%-CI [25,8-54,7] 
TEAE in months [95%-CI]  
Median 4,34[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [49,7-79,0] 
Month 6 49,1 [29,4-66,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 10 (43,5) 
95%-CI [23,2-65,5] 
TEAE in months [95%-CI]  
Median 4,76[1,68-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,2 [35,0-78,2] 
Month 6 33,4 [7,4-63,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 9 (18,8) 
95%-CI [8,9-32,6] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [66,4-91,4] 
Month 6 76,6 [56,2-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [56,0-92,4] 
Month 6 80,7 [56,0-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [78,9-96,7] 
Month 6 82,1 [61,5-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 6 (12,5) 
95%-CI [4,7-25,2] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [74,9-96,3] 
Month 6 83,6 [61,3-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[2,27-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [49,3-91,0] 
Month 6 61,8 [25,0-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 21 (43,8) 
95%-CI [29,5-58,8] 
TEAE in months [95%-CI]  
Median 6,47[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,0 [38,4-68,9] 
Month 6 50,0 [32,4-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 11 (47,8) 
95%-CI [26,8-69,4] 
TEAE in months [95%-CI]  
Median 2,50[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,1 [23,7-69,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3616 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 17 (35,4) 
95%-CI [22,2-50,5] 
TEAE in months [95%-CI]  
Median NE[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,5 [40,0-71,6] 
Month 6 57,5 [40,0-71,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,9 [46,2-88,8] 
Month 6 59,1 [24,2-82,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 13 (27,1) 
95%-CI [15,3-41,8] 
TEAE in months [95%-CI]  
Median 9,23[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [66,8-90,7] 
Month 6 61,0 [38,0-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3619 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE in months [95%-CI]  
Median NE[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [59,0-92,9] 
Month 6 65,3 [35,7-83,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [78,5-96,7] 
Month 6 86,0 [66,8-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [64,8-95,6] 
Month 6 87,0 [64,8-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 10 (20,8) 
95%-CI [10,5-35,0] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [67,6-90,8] 
Month 6 78,4 [61,8-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 7 (30,4) 
95%-CI [13,2-52,9] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,9 [42,5-82,8] 
Month 6 66,9 [42,5-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 3 (6,3) 
95%-CI [1,3-17,2] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,9 [86,1-99,7] 
Month 6 93,8 [76,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [61,0-95,1] 
Month 6 85,4 [61,0-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 13 (27,1) 
95%-CI [15,3-41,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,9 [52,0-80,9] 
Month 6 68,9 [52,0-80,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,9 [53,0-89,7] 
Month 6 76,9 [53,0-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 10 (20,8) 
95%-CI [10,5-35,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [58,4-86,1] 
Month 6 75,3 [58,4-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [69,0-94,0] 
Month 6 75,7 [53,4-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 84,0 [48,7-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[6,67-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [80,2-97,7] 
Month 6 88,5 [70,4-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 5 (21,7) 
95%-CI [7,5-43,7] 
TEAE in months [95%-CI]  
Median NE[5,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [54,6-92,3] 
Month 6 60,2 [18,6-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [81,9-98,8] 
Month 6 95,1 [81,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 91,3 [69,5-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [72,9-93,9] 
Month 6 86,8 [72,9-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [79,3-96,8] 
Month 6 87,3 [70,6-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3639 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [75,3-95,2] 
Month 6 88,9 [75,3-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS10: Time to first TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.11 Merkmal: Maximaler längster Durchmesser 
 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 54 (65,9) 
95%-CI [54,6-76,0] 
TEAE in months [95%-CI]  
Median 1,51[0,95-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,2 [28,1-50,1] 
Month 6 30,8 [19,8-42,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3643 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 25 (69,4) 
95%-CI [51,9-83,7] 
TEAE in months [95%-CI]  
Median 0,99[0,43-2,86] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 27,6 [11,6-46,2] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 7 (70,0) 
95%-CI [34,8-93,3] 
TEAE in months [95%-CI]  
Median 0,53[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 26,7 [4,8-56,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
TEAE in months [95%-CI]  
Median 0,85[0,13-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 21 (25,6) 
95%-CI [16,6-36,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [61,2-81,4] 
Month 6 72,7 [61,2-81,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 13 (36,1) 
95%-CI [20,8-53,8] 
TEAE in months [95%-CI]  
Median 4,37[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,6 [39,3-76,4] 
Month 6 48,5 [21,8-70,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [23,0-82,1] 
Month 6 58,3 [23,0-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [27,6-92,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 16 (19,5) 
95%-CI [11,6-29,7] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [74,4-92,6] 
Month 6 72,3 [54,6-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [69,4-96,7] 
Month 6 71,6 [37,8-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median NE[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,0 [19,7-81,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 14 (17,1) 
95%-CI [9,7-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [72,7-90,4] 
Month 6 78,8 [66,1-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3655 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 9 (25,0) 
95%-CI [12,1-42,2] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [56,3-87,2] 
Month 6 67,1 [42,4-83,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,5 [30,6-90,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 11 (13,4) 
95%-CI [6,9-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [77,7-93,6] 
Month 6 82,3 [69,0-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [79,6-98,6] 
Month 6 94,4 [79,6-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[2,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,0 [0,6-91,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 49 (59,8) 
95%-CI [48,3-70,4] 
TEAE in months [95%-CI]  
Median 1,18[0,69-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,4 [30,0-52,5] 
Month 6 33,0 [20,7-45,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 19 (52,8) 
95%-CI [35,5-69,6] 
TEAE in months [95%-CI]  
Median 1,45[0,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,2 [26,6-60,5] 
Month 6 44,2 [26,6-60,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 9,23[0,03-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [23,0-82,1] 
Month 6 58,3 [23,0-82,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE in months [95%-CI]  
Median 1,41[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 34 (41,5) 
95%-CI [30,7-52,9] 
TEAE in months [95%-CI]  
Median 5,39[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,2 [47,6-70,6] 
Month 6 49,3 [34,8-62,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 13 (36,1) 
95%-CI [20,8-53,8] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,1 [42,3-75,4] 
Month 6 61,1 [42,3-75,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,1 [16,0-86,0] 
Month 6 59,1 [16,0-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median 1,41[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 26 (31,7) 
95%-CI [21,9-42,9] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [59,1-79,4] 
Month 6 68,6 [56,6-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 11 (30,6) 
95%-CI [16,3-48,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,9 [50,9-81,5] 
Month 6 68,9 [50,9-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median 9,23[0,33-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median NE[0,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,6 [29,4-81,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 21 (25,6) 
95%-CI [16,6-36,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,8 [61,2-81,4] 
Month 6 72,8 [61,2-81,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 12 (33,3) 
95%-CI [18,6-51,0] 
TEAE in months [95%-CI]  
Median NE[1,77-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,8 [43,0-77,3] 
Month 6 62,8 [43,0-77,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,82-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [7,7-89,9] 
Month 6 59,3 [7,7-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [72,1-89,7] 
Month 6 73,9 [56,8-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [75,3-97,1] 
Month 6 91,3 [75,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3680 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,5-96,2] 
Month 6 91,5 [81,5-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [79,6-98,6] 
Month 6 94,4 [79,6-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 48 (58,5) 
95%-CI [47,1-69,3] 
TEAE in months [95%-CI]  
Median 2,10[1,22-3,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,5 [32,7-55,7] 
Month 6 27,2 [14,7-41,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 18 (50,0) 
95%-CI [32,9-67,1] 
TEAE in months [95%-CI]  
Median 2,10[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,9 [27,7-62,3] 
Month 6 45,9 [27,7-62,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 6 (60,0) 
95%-CI [26,2-87,8] 
TEAE in months [95%-CI]  
Median 0,85[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,3 [8,2-63,3] 
Month 6 34,3 [8,2-63,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
TEAE in months [95%-CI]  
Median 0,62[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,9 [6,6-63,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3690 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 33 (40,2) 
95%-CI [29,6-51,7] 
TEAE in months [95%-CI]  
Median 4,14[3,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,2 [50,1-73,8] 
Month 6 38,9 [23,3-54,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 13 (36,1) 
95%-CI [20,8-53,8] 
TEAE in months [95%-CI]  
Median NE[1,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,7 [44,3-77,9] 
Month 6 57,9 [37,1-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 2,07[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,3 [5,8-66,8] 
Month 6 34,3 [5,8-66,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE in months [95%-CI]  
Median 1,18[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,6 [7,4-69,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 17 (20,7) 
95%-CI [12,6-31,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,5 [64,5-86,2] 
Month 6 66,9 [50,0-79,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 7 (19,4) 
95%-CI [8,2-36,0] 
TEAE in months [95%-CI]  
Median NE[3,25-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,1 [60,0-90,9] 
Month 6 72,9 [48,4-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [22,5-91,8] 
Month 6 70,0 [22,5-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median 3,55[1,41-3,55] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [70,6-89,8] 
Month 6 77,2 [63,5-86,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [69,1-96,4] 
Month 6 89,0 [69,1-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,7 [20,7-86,3] 
Month 6 61,7 [20,7-86,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[0,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 14 (17,1) 
95%-CI [9,7-27,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [73,4-91,3] 
Month 6 74,4 [57,7-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 4 (11,1) 
95%-CI [3,1-26,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [69,6-95,1] 
Month 6 87,4 [69,6-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,0 [21,8-86,9] 
Month 6 63,0 [21,8-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 5 (6,1) 
95%-CI [2,0-13,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [84,3-97,7] 
Month 6 91,4 [80,0-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [77,9-98,5] 
Month 6 88,1 [65,4-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 37 (45,1) 
95%-CI [34,1-56,5] 
TEAE in months [95%-CI]  
Median 11,30[1,02-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,3 [43,4-65,8] 
Month 6 51,6 [38,4-63,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 24 (66,7) 
95%-CI [49,0-81,4] 
TEAE in months [95%-CI]  
Median 1,00[0,46-1,84] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,5 [15,9-46,4] 
Month 6 30,5 [15,9-46,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 6 (60,0) 
95%-CI [26,2-87,8] 
TEAE in months [95%-CI]  
Median 1,69[0,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,3 [6,3-64,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 8 (61,5) 
95%-CI [31,6-86,1] 
TEAE in months [95%-CI]  
Median 1,02[0,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 19,2 [1,3-53,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,2 [68,5-88,0] 
Month 6 77,1 [63,9-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 11 (30,6) 
95%-CI [16,3-48,1] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,8 [49,3-80,8] 
Month 6 67,8 [49,3-80,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [27,2-88,2] 
Month 6 66,7 [27,2-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,1 [24,6-89,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 13 (15,9) 
95%-CI [8,7-25,6] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [73,4-91,1] 
Month 6 81,2 [68,1-89,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 8 (22,2) 
95%-CI [10,1-39,2] 
TEAE in months [95%-CI]  
Median NE[5,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [57,7-89,1] 
Month 6 66,6 [37,3-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,1 [16,0-86,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 9 (11,0) 
95%-CI [5,1-19,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [79,1-94,4] 
Month 6 85,2 [71,4-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [66,0-96,5] 
Month 6 88,5 [66,0-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,33-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,9 [14,4-81,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [84,4-96,6] 
Month 6 88,6 [74,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE in months [95%-CI]  
Median NE[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [69,2-95,1] 
Month 6 87,3 [69,2-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median 2,50[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,3 [1,2-84,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 8 (9,8) 
95%-CI [4,3-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [83,2-96,4] 
Month 6 84,6 [68,3-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3731 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[5,42-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [64,6-93,2] 
Month 6 67,1 [27,7-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [31,5-93,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3734 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 40 (48,8) 
95%-CI [37,6-60,1] 
TEAE in months [95%-CI]  
Median 4,86[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,8 [44,7-67,3] 
Month 6 44,4 [31,0-57,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 18 (50,0) 
95%-CI [32,9-67,1] 
TEAE in months [95%-CI]  
Median 3,48[0,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,7 [34,0-69,9] 
Month 6 40,3 [19,7-60,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 8 (80,0) 
95%-CI [44,4-97,5] 
TEAE in months [95%-CI]  
Median 0,43[0,03-8,51] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 25,0 [4,1-54,9] 
Month 6 25,0 [4,1-54,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 9 (69,2) 
95%-CI [38,6-90,9] 
TEAE in months [95%-CI]  
Median 0,49[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 25,6 [5,2-53,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 14 (17,1) 
95%-CI [9,7-27,0] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [71,7-89,7] 
Month 6 82,7 [71,7-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,2 [66,4-92,1] 
Month 6 83,2 [66,4-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3740 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 85,7 [33,4-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median 2,83[1,64-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,0 [1,1-82,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [82,5-96,3] 
Month 6 74,6 [54,3-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,5 [56,6-90,2] 
Month 6 78,5 [56,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median 8,51[0,33-8,51] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median 3,38[0,66-3,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [79,7-95,2] 
Month 6 81,0 [65,7-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [69,8-94,0] 
Month 6 86,1 [69,8-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,8 [9,0-82,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 11 (13,4) 
95%-CI [6,9-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [77,0-93,4] 
Month 6 82,4 [69,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [68,8-93,8] 
Month 6 78,5 [55,0-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [83,7-96,5] 
Month 6 92,4 [83,7-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 1 (2,8) 
95%-CI [0,1-14,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [81,9-99,6] 
Month 6 97,2 [81,9-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,5 [27,6-85,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [84,0-96,6] 
Month 6 92,5 [84,0-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [81,9-99,6] 
Month 6 89,1 [57,9-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3760 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,7-96,2] 
Month 6 91,5 [81,7-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-9,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,7 [34,9-86,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 42 (51,2) 
95%-CI [39,9-62,4] 
TEAE in months [95%-CI]  
Median 1,74[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,7 [27,0-52,2] 
Month 6 39,7 [27,0-52,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 20 (55,6) 
95%-CI [38,1-72,1] 
TEAE in months [95%-CI]  
Median 2,07[1,18-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,3 [27,6-63,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,0 [18,1-80,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [74,0-92,0] 
Month 6 85,3 [74,0-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 7 (19,4) 
95%-CI [8,2-36,0] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [61,5-91,2] 
Month 6 69,4 [38,6-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 12 (14,6) 
95%-CI [7,8-24,2] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [73,8-91,2] 
Month 6 84,6 [73,8-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [69,8-95,1] 
Month 6 79,5 [53,7-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 12 (14,6) 
95%-CI [7,8-24,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [73,1-91,0] 
Month 6 84,2 [73,1-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [78,3-98,5] 
Month 6 94,1 [78,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 8 (9,8) 
95%-CI [4,3-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [76,6-93,8] 
Month 6 87,8 [76,6-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 6 (16,7) 
95%-CI [6,4-32,8] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [66,3-94,7] 
Month 6 59,1 [22,2-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3786 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 34 (41,5) 
95%-CI [30,7-52,9] 
TEAE in months [95%-CI]  
Median 4,90[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,2 [53,0-75,0] 
Month 6 48,3 [33,5-61,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 12 (33,3) 
95%-CI [18,6-51,0] 
TEAE in months [95%-CI]  
Median 3,94[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,9 [40,0-79,1] 
Month 6 43,1 [17,3-66,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 3,09[0,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,0 [25,3-82,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
TEAE in months [95%-CI]  
Median 2,66[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 26,4 [1,7-64,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 20 (24,4) 
95%-CI [15,6-35,1] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,8 [64,1-84,2] 
Month 6 72,6 [59,4-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 4 (11,1) 
95%-CI [3,1-26,1] 
TEAE in months [95%-CI]  
Median NE[4,57-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [67,3-96,6] 
Month 6 76,2 [39,4-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,39-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [33,2-93,5] 
Month 6 76,2 [33,2-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median 2,66[0,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,2 [1,6-77,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 12 (14,6) 
95%-CI [7,8-24,2] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [77,8-93,6] 
Month 6 80,6 [65,0-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 1 (2,8) 
95%-CI [0,1-14,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 96,8 [79,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 8 (9,8) 
95%-CI [4,3-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [86,1-97,9] 
Month 6 83,6 [66,0-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [60,1-95,2] 
Month 6 85,4 [60,1-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [42,7-91,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 25 (30,5) 
95%-CI [20,8-41,6] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,0 [55,8-78,9] 
Month 6 54,8 [37,9-68,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 13 (36,1) 
95%-CI [20,8-53,8] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,7 [39,8-74,9] 
Month 6 59,7 [39,8-74,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 6,47[0,13-6,47] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,6 [14,0-79,0] 
Month 6 50,6 [14,0-79,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median 2,33[0,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,9 [1,5-78,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 29 (35,4) 
95%-CI [25,1-46,7] 
TEAE in months [95%-CI]  
Median 7,10[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,7 [51,9-75,0] 
Month 6 54,2 [38,5-67,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 9 (25,0) 
95%-CI [12,1-42,2] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,2 [40,4-83,0] 
Month 6 53,0 [22,3-76,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,6 [30,5-88,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [37,3-87,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 23 (28,0) 
95%-CI [18,7-39,1] 
TEAE in months [95%-CI]  
Median NE[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [66,4-85,7] 
Month 6 55,7 [37,5-70,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3811 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 9 (25,0) 
95%-CI [12,1-42,2] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [59,6-89,4] 
Month 6 65,2 [40,1-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 5 (50,0) 
95%-CI [18,7-81,3] 
TEAE in months [95%-CI]  
Median 9,23[0,10-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,3 [23,0-82,1] 
Month 6 58,3 [23,0-82,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [20,4-96,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 9 (11,0) 
95%-CI [5,1-19,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [82,4-95,7] 
Month 6 84,0 [68,8-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [76,4-97,2] 
Month 6 91,7 [76,4-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [73,6-90,8] 
Month 6 79,1 [66,3-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 10 (27,8) 
95%-CI [14,2-45,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [50,8-82,5] 
Month 6 69,7 [50,8-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [29,1-88,3] 
Month 6 67,5 [29,1-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [85,4-97,3] 
Month 6 91,2 [80,7-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [76,6-98,4] 
Month 6 93,6 [76,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE in months [95%-CI]  
Median NE[0,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 12 (14,6) 
95%-CI [7,8-24,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [72,5-90,5] 
Month 6 83,6 [72,5-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 10 (27,8) 
95%-CI [14,2-45,2] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [47,7-81,7] 
Month 6 67,9 [47,7-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,82-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [30,6-89,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [75,4-92,4] 
Month 6 86,2 [75,4-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,2 [59,1-92,1] 
Month 6 81,2 [59,1-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [74,0-92,6] 
Month 6 71,7 [55,2-83,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [70,6-98,0] 
Month 6 83,6 [53,9-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 11 (13,4) 
95%-CI [6,9-22,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [79,1-94,4] 
Month 6 81,4 [65,0-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3839 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 4 (11,1) 
95%-CI [3,1-26,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [66,7-94,9] 
Month 6 86,4 [66,7-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 80,0 [40,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [81,8-96,1] 
Month 6 91,4 [81,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [77,9-98,5] 
Month 6 94,0 [77,9-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 80,0 [40,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [78,6-93,7] 
Month 6 88,2 [78,6-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [77,9-98,5] 
Month 6 94,0 [77,9-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE in months [95%-CI]  
Median 7,16[0,23-7,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [40,9-94,6] 
Month 6 80,0 [40,9-94,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [79,0-95,7] 
Month 6 87,4 [74,2-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [66,8-96,4] 
Month 6 88,6 [66,8-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [29,8-93,4] 
Month 6 75,0 [29,8-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 3 (3,7) 
95%-CI [0,8-10,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,9 [87,7-98,7] 
Month 6 95,9 [87,7-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 4 (11,1) 
95%-CI [3,1-26,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [65,2-94,8] 
Month 6 85,9 [65,2-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE in months [95%-CI]  
Median NE[0,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,0 [29,8-93,4] 
Month 6 75,0 [29,8-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS11: Time to first TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [30,9-94,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.12 Merkmal: Primärdiagnose 
 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 84 (66,1) 
95%-CI [57,2-74,3] 
TEAE in months [95%-CI]  
Median 1,48[0,95-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,7 [27,6-45,8] 
Month 6 24,0 [14,9-34,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 9 (81,8) 
95%-CI [48,2-97,7] 
TEAE in months [95%-CI]  
Median 0,85[0,07-2,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 35 (27,6) 
95%-CI [20,0-36,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [59,9-77,6] 
Month 6 67,1 [56,2-75,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3861 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median NE[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [22,9-78,0] 
Month 6 54,6 [22,9-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 26 (20,5) 
95%-CI [13,8-28,5] 
TEAE in months [95%-CI]  
Median 9,10[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,6 [73,4-88,9] 
Month 6 71,1 [57,5-81,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median 4,90[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 34,1 [1,3-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 23 (18,1) 
95%-CI [11,8-25,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [73,6-88,2] 
Month 6 76,7 [66,2-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [23,6-88,3] 
Month 6 65,5 [23,6-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 13 (10,2) 
95%-CI [5,6-16,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [80,4-93,6] 
Month 6 86,5 [76,9-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[3,71-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 70 (55,1) 
95%-CI [46,0-63,9] 
TEAE in months [95%-CI]  
Median 1,45[0,89-5,39] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,1 [34,5-53,3] 
Month 6 37,7 [27,0-48,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 7 (63,6) 
95%-CI [30,8-89,1] 
TEAE in months [95%-CI]  
Median 0,49[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,1 [9,1-61,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 50 (39,4) 
95%-CI [30,8-48,4] 
TEAE in months [95%-CI]  
Median 5,39[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,7 [49,4-68,5] 
Month 6 49,8 [37,7-60,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,6 [25,8-83,1] 
Month 6 60,6 [25,8-83,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 40 (31,5) 
95%-CI [23,5-40,3] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,1 [61,0-77,5] 
Month 6 68,7 [59,2-76,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE in months [95%-CI]  
Median NE[0,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,3 [27,8-84,0] 
Month 6 62,3 [27,8-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 33 (26,0) 
95%-CI [18,6-34,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,2 [60,4-78,0] 
Month 6 70,2 [60,4-78,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,6 [29,7-84,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 18 (14,2) 
95%-CI [8,6-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [78,1-91,3] 
Month 6 78,9 [64,9-87,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [35,0-89,9] 
Month 6 71,6 [35,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 9 (7,1) 
95%-CI [3,3-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [84,7-95,9] 
Month 6 92,0 [84,7-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median 8,05[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 73 (57,5) 
95%-CI [48,4-66,2] 
TEAE in months [95%-CI]  
Median 1,64[1,18-3,09] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,4 [31,8-50,6] 
Month 6 29,8 [19,7-40,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median NE[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [22,9-78,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 51 (40,2) 
95%-CI [31,6-49,2] 
TEAE in months [95%-CI]  
Median 4,14[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,1 [49,6-69,1] 
Month 6 42,7 [30,5-54,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 8,05[0,82-8,05] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,2 [21,3-82,7] 
Month 6 58,2 [21,3-82,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 24 (18,9) 
95%-CI [12,5-26,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [69,3-86,5] 
Month 6 68,1 [54,5-78,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [24,1-93,1] 
Month 6 72,7 [24,1-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 19 (15,0) 
95%-CI [9,3-22,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [75,3-90,2] 
Month 6 80,4 [69,8-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 19 (15,0) 
95%-CI [9,3-22,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [74,9-89,8] 
Month 6 79,8 [69,2-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[4,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 60,6 [7,6-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 10 (7,9) 
95%-CI [3,8-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [84,8-96,1] 
Month 6 88,7 [79,5-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3891 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 66 (52,0) 
95%-CI [42,9-60,9] 
TEAE in months [95%-CI]  
Median 1,84[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,0 [37,6-55,8] 
Month 6 44,5 [34,5-54,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 9 (81,8) 
95%-CI [48,2-97,7] 
TEAE in months [95%-CI]  
Median 0,89[0,43-2,76] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 12,1 [0,7-40,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 28 (22,0) 
95%-CI [15,2-30,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [67,3-83,3] 
Month 6 74,1 [63,9-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,9 [18,2-76,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 20 (15,7) 
95%-CI [9,9-23,3] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [75,0-89,8] 
Month 6 78,3 [66,0-86,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 3897 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 2,63[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,8 [13,5-74,9] 
Month 6 46,8 [13,5-74,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 18 (14,2) 
95%-CI [8,6-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [76,0-90,2] 
Month 6 81,7 [71,1-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 14 (11,0) 
95%-CI [6,2-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [81,6-93,9] 
Month 6 86,2 [75,4-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 13 (10,2) 
95%-CI [5,6-16,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [82,7-94,4] 
Month 6 84,1 [71,3-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE in months [95%-CI]  
Median 4,96[0,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [23,6-88,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3904 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 67 (52,8) 
95%-CI [43,7-61,7] 
TEAE in months [95%-CI]  
Median 3,48[1,58-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,1 [43,5-61,8] 
Month 6 40,8 [29,9-51,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 2,53[0,36-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,7 [14,1-75,7] 
Month 6 47,7 [14,1-75,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 18 (14,2) 
95%-CI [8,6-21,5] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [75,4-90,1] 
Month 6 84,2 [75,4-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 17 (13,4) 
95%-CI [8,0-20,6] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [81,5-93,7] 
Month 6 77,4 [62,4-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE in months [95%-CI]  
Median 4,96[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [23,6-88,3] 
Month 6 43,6 [7,3-76,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 19 (15,0) 
95%-CI [9,3-22,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [77,6-91,1] 
Month 6 81,7 [71,5-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 65,5 [23,6-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 17 (13,4) 
95%-CI [8,0-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [79,7-92,6] 
Month 6 82,0 [71,5-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 11 (8,7) 
95%-CI [4,4-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [84,2-94,9] 
Month 6 90,9 [84,2-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 10 (7,9) 
95%-CI [3,8-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [87,4-96,7] 
Month 6 91,5 [83,3-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 9 (7,1) 
95%-CI [3,3-13,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [84,7-95,8] 
Month 6 91,9 [84,7-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 60 (47,2) 
95%-CI [38,3-56,3] 
TEAE in months [95%-CI]  
Median 2,17[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [33,8-54,3] 
Month 6 35,0 [20,2-50,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 3,91[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,4 [26,6-83,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 14 (11,0) 
95%-CI [6,2-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [77,3-91,7] 
Month 6 86,1 [77,3-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [42,4-94,9] 
Month 6 60,6 [16,6-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 15 (11,8) 
95%-CI [6,8-18,7] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [79,7-92,7] 
Month 6 85,5 [76,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[1,64-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [42,4-94,9] 
Month 6 80,8 [42,4-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3926 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 15 (11,8) 
95%-CI [6,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [78,1-91,9] 
Month 6 86,5 [78,1-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 15 (11,8) 
95%-CI [6,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [77,9-92,2] 
Month 6 80,5 [67,2-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 54 (42,5) 
95%-CI [33,8-51,6] 
TEAE in months [95%-CI]  
Median 4,44[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,4 [50,4-69,0] 
Month 6 46,1 [34,0-57,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3931 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 3,02[2,46-4,90] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [12,8-83,6] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 29 (22,8) 
95%-CI [15,9-31,1] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,6 [67,2-83,6] 
Month 6 71,5 [59,8-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [19,5-90,4] 
Month 6 66,7 [19,5-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 15 (11,8) 
95%-CI [6,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [83,2-94,3] 
Month 6 85,8 [75,7-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 55,6 [7,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 15 (11,8) 
95%-CI [6,8-18,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [81,2-94,1] 
Month 6 81,0 [67,5-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 43 (33,9) 
95%-CI [25,7-42,8] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [53,6-72,9] 
Month 6 53,5 [40,1-65,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 5 (45,5) 
95%-CI [16,7-76,6] 
TEAE in months [95%-CI]  
Median 2,99[0,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,4 [5,8-69,8] 
Month 6 36,4 [5,8-69,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 38 (29,9) 
95%-CI [22,1-38,7] 
TEAE in months [95%-CI]  
Median NE[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,0 [57,3-76,5] 
Month 6 55,7 [41,2-68,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 6 (54,5) 
95%-CI [23,4-83,3] 
TEAE in months [95%-CI]  
Median 2,73[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,8 [13,5-74,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 36 (28,3) 
95%-CI [20,7-37,0] 
TEAE in months [95%-CI]  
Median 9,23[5,29-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [67,8-83,6] 
Month 6 56,9 [42,0-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3943 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [37,1-90,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 13 (10,2) 
95%-CI [5,6-16,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [84,5-95,0] 
Month 6 85,7 [74,2-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 25 (19,7) 
95%-CI [13,2-27,7] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,4 [71,6-86,8] 
Month 6 76,4 [66,0-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [37,1-90,3] 
Month 6 72,7 [37,1-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 11 (8,7) 
95%-CI [4,4-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [85,5-95,9] 
Month 6 90,4 [82,3-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 25 (19,7) 
95%-CI [13,2-27,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [67,8-84,2] 
Month 6 77,2 [67,8-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [35,0-89,9] 
Month 6 71,6 [35,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 14 (11,0) 
95%-CI [6,2-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [77,3-91,8] 
Month 6 86,2 [77,3-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [42,4-94,9] 
Month 6 80,8 [42,4-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 16 (12,6) 
95%-CI [7,4-19,7] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [81,5-94,9] 
Month 6 77,8 [64,4-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,6 [12,8-83,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 19 (15,0) 
95%-CI [9,3-22,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [77,6-91,1] 
Month 6 80,1 [67,6-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 11 (8,7) 
95%-CI [4,4-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [82,6-94,4] 
Month 6 90,0 [82,6-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 14 (11,0) 
95%-CI [6,2-17,8] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [82,5-94,0] 
Month 6 89,7 [82,5-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE in months [95%-CI]  
Median NE[0,03-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3962 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS12: Time to first TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 13 (10,2) 
95%-CI [5,6-16,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [79,8-93,4] 
Month 6 86,2 [76,5-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 10 (7,9) 
95%-CI [3,8-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [83,4-95,1] 
Month 6 90,9 [83,4-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE in months [95%-CI]  
Median NE[1,81-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 85,7 [33,4-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.13 Merkmal: Anzahl der vorherigen systemischen Therapien 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 37 (58,7) 
95%-CI [45,6-71,0] 
TEAE in months [95%-CI]  
Median 2,56[0,85-3,91] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,2 [31,6-57,8] 
Month 6 35,2 [21,3-49,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 24 (68,6) 
95%-CI [50,7-83,1] 
TEAE in months [95%-CI]  
Median 1,61[0,72-4,37] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,4 [21,5-55,2] 
Month 6 12,0 [1,1-37,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 35 (74,5) 
95%-CI [59,7-86,1] 
TEAE in months [95%-CI]  
Median 0,95[0,43-1,61] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 18,9 [8,2-32,9] 
Month 6 12,6 [3,2-28,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 14 (22,2) 
95%-CI [12,7-34,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [61,1-84,8] 
Month 6 75,2 [61,1-84,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3970 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 10 (28,6) 
95%-CI [14,6-46,3] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [49,5-84,1] 
Month 6 58,8 [30,1-79,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 16 (34,0) 
95%-CI [20,9-49,3] 
TEAE in months [95%-CI]  
Median NE[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,8 [43,6-74,2] 
Month 6 60,8 [43,6-74,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 12 (19,0) 
95%-CI [10,2-30,9] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [71,8-92,5] 
Month 6 76,9 [58,9-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median 9,10[4,86-9,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [63,0-94,6] 
Month 6 51,2 [13,4-80,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 10 (21,3) 
95%-CI [10,7-35,7] 
TEAE in months [95%-CI]  
Median NE[3,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [61,7-90,2] 
Month 6 62,9 [38,4-79,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [78,7-95,3] 
Month 6 86,1 [71,6-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 10 (28,6) 
95%-CI [14,6-46,3] 
TEAE in months [95%-CI]  
Median NE[2,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [44,3-80,3] 
Month 6 65,5 [44,3-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 11 (23,4) 
95%-CI [12,3-38,0] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [61,8-88,1] 
Month 6 69,1 [49,5-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [80,9-96,4] 
Month 6 91,6 [80,9-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[3,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [65,6-96,4] 
Month 6 78,4 [46,9-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [73,8-96,2] 
Month 6 84,1 [63,2-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 24 (38,1) 
95%-CI [26,1-51,2] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,6 [43,0-71,3] 
Month 6 50,8 [34,0-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 22 (62,9) 
95%-CI [44,9-78,5] 
TEAE in months [95%-CI]  
Median 0,95[0,49-6,93] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,4 [21,3-53,5] 
Month 6 37,4 [21,3-53,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 36 (76,6) 
95%-CI [62,0-87,7] 
TEAE in months [95%-CI]  
Median 0,49[0,33-0,95] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 23,9 [12,3-37,6] 
Month 6 17,9 [6,6-33,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 17 (27,0) 
95%-CI [16,6-39,7] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,5 [58,5-83,8] 
Month 6 62,4 [44,8-75,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 19 (54,3) 
95%-CI [36,6-71,2] 
TEAE in months [95%-CI]  
Median 1,64[0,69-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,8 [24,8-59,7] 
Month 6 42,8 [24,8-59,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 21 (44,7) 
95%-CI [30,2-59,9] 
TEAE in months [95%-CI]  
Median 3,02[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,8 [34,7-66,5] 
Month 6 40,1 [20,7-58,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 13 (20,6) 
95%-CI [11,5-32,7] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [68,0-89,0] 
Month 6 77,4 [62,7-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median 6,93[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,6 [46,0-78,2] 
Month 6 64,6 [46,0-78,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 22 (46,8) 
95%-CI [32,1-61,9] 
TEAE in months [95%-CI]  
Median 9,23[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,6 [36,7-66,2] 
Month 6 52,6 [36,7-66,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 10 (15,9) 
95%-CI [7,9-27,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,2 [67,4-89,6] 
Month 6 81,2 [67,4-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,6 [56,9-87,0] 
Month 6 75,6 [56,9-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 20 (42,6) 
95%-CI [28,3-57,8] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,4 [35,8-66,6] 
Month 6 52,4 [35,8-66,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [85,5-98,4] 
Month 6 89,1 [68,1-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,9 [50,8-83,9] 
Month 6 70,9 [50,8-83,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE in months [95%-CI]  
Median NE[5,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [67,8-91,7] 
Month 6 69,4 [35,2-88,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 3996 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 1 (1,6) 
95%-CI [0,0-8,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [77,2-99,5] 
Month 6 96,4 [77,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [71,7-95,4] 
Month 6 88,3 [71,7-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [76,3-95,4] 
Month 6 89,4 [76,3-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 30 (47,6) 
95%-CI [34,9-60,6] 
TEAE in months [95%-CI]  
Median 2,83[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,7 [33,9-61,9] 
Month 6 39,5 [23,3-55,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 21 (60,0) 
95%-CI [42,1-76,1] 
TEAE in months [95%-CI]  
Median 2,10[0,49-4,14] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,5 [25,2-58,8] 
Month 6 22,7 [5,4-46,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 31 (66,0) 
95%-CI [50,7-79,1] 
TEAE in months [95%-CI]  
Median 0,82[0,56-2,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,8 [18,9-47,3] 
Month 6 26,2 [13,4-41,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 21 (33,3) 
95%-CI [22,0-46,3] 
TEAE in months [95%-CI]  
Median 5,16[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [49,9-77,8] 
Month 6 47,9 [28,8-64,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 18 (51,4) 
95%-CI [34,0-68,6] 
TEAE in months [95%-CI]  
Median 2,79[1,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,9 [29,6-65,7] 
Month 6 26,1 [6,1-52,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 20 (42,6) 
95%-CI [28,3-57,8] 
TEAE in months [95%-CI]  
Median 3,48[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,0 [40,3-72,1] 
Month 6 47,3 [29,7-63,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [71,7-94,1] 
Month 6 82,1 [64,1-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median NE[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [62,8-92,6] 
Month 6 61,3 [28,7-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 15 (31,9) 
95%-CI [19,1-47,1] 
TEAE in months [95%-CI]  
Median NE[2,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,2 [43,3-76,3] 
Month 6 51,2 [30,0-68,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [70,2-92,3] 
Month 6 80,5 [63,9-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [64,9-94,4] 
Month 6 85,4 [64,9-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 10 (21,3) 
95%-CI [10,7-35,7] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,7 [61,4-88,9] 
Month 6 74,1 [54,9-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [70,5-92,2] 
Month 6 80,7 [64,5-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[4,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [66,9-94,8] 
Month 6 74,0 [39,8-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 9 (19,1) 
95%-CI [9,1-33,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,9 [63,2-89,6] 
Month 6 74,5 [54,9-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [80,4-97,1] 
Month 6 92,3 [80,4-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [69,9-96,5] 
Month 6 89,4 [69,9-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,0 [80,4-99,6] 
Month 6 88,3 [67,6-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 32 (50,8) 
95%-CI [37,9-63,6] 
TEAE in months [95%-CI]  
Median 4,63[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,4 [37,1-62,3] 
Month 6 46,2 [31,7-59,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 19 (54,3) 
95%-CI [36,6-71,2] 
TEAE in months [95%-CI]  
Median 1,38[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,8 [20,3-57,0] 
Month 6 38,8 [20,3-57,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 26 (55,3) 
95%-CI [40,1-69,8] 
TEAE in months [95%-CI]  
Median 1,41[0,43-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,8 [26,8-56,1] 
Month 6 41,8 [26,8-56,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 13 (20,6) 
95%-CI [11,5-32,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [64,4-86,6] 
Month 6 77,7 [64,4-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,8 [54,1-84,9] 
Month 6 72,8 [54,1-84,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 12 (25,5) 
95%-CI [13,9-40,3] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [52,3-82,7] 
Month 6 64,0 [42,9-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4023 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 13 (20,6) 
95%-CI [11,5-32,7] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,5 [63,8-87,8] 
Month 6 73,3 [55,1-85,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [70,4-95,2] 
Month 6 87,7 [70,4-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [63,7-91,0] 
Month 6 74,0 [50,4-87,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [76,3-94,9] 
Month 6 83,2 [64,5-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [59,0-92,4] 
Month 6 81,5 [59,0-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 7 (14,9) 
95%-CI [6,2-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [69,4-92,2] 
Month 6 84,2 [69,4-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [83,4-98,2] 
Month 6 94,5 [83,4-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [66,9-96,4] 
Month 6 73,8 [33,8-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [67,4-90,7] 
Month 6 82,2 [67,4-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [79,0-95,4] 
Month 6 84,3 [65,9-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[4,96-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [69,3-96,5] 
Month 6 66,9 [18,1-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [68,5-93,9] 
Month 6 78,6 [54,9-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 30 (47,6) 
95%-CI [34,9-60,6] 
TEAE in months [95%-CI]  
Median 5,75[2,14-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,6 [46,5-72,1] 
Month 6 47,0 [30,9-61,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 21 (60,0) 
95%-CI [42,1-76,1] 
TEAE in months [95%-CI]  
Median 1,25[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,6 [22,6-56,2] 
Month 6 33,9 [17,0-51,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 26 (55,3) 
95%-CI [40,1-69,8] 
TEAE in months [95%-CI]  
Median 2,56[0,53-8,51] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,0 [31,1-61,4] 
Month 6 36,6 [19,8-53,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [82,9-97,4] 
Month 6 93,2 [82,9-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,6 [47,9-83,7] 
Month 6 69,6 [47,9-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 9 (19,1) 
95%-CI [9,1-33,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [61,8-88,2] 
Month 6 78,2 [61,8-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [72,3-93,4] 
Month 6 75,3 [53,9-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 57,4 [19,0-83,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 9 (19,1) 
95%-CI [9,1-33,3] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,2 [63,8-89,7] 
Month 6 80,2 [63,8-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 8 (12,7) 
95%-CI [5,6-23,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [79,0-95,4] 
Month 6 86,2 [71,9-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[4,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [68,0-93,6] 
Month 6 73,0 [40,3-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,5 [64,4-91,0] 
Month 6 76,1 [55,8-88,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [82,4-97,3] 
Month 6 89,5 [75,2-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [68,5-93,7] 
Month 6 85,5 [68,5-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 10 (21,3) 
95%-CI [10,7-35,7] 
TEAE in months [95%-CI]  
Median NE[3,52-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,2 [61,9-89,2] 
Month 6 69,3 [48,4-83,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [85,4-98,4] 
Month 6 95,0 [85,4-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [75,5-97,1] 
Month 6 91,3 [75,5-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [71,8-93,7] 
Month 6 86,3 [71,8-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [86,0-98,4] 
Month 6 95,2 [86,0-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[3,52-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [74,6-97,0] 
Month 6 79,7 [45,5-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [81,5-97,9] 
Month 6 93,6 [81,5-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [84,8-98,3] 
Month 6 94,8 [84,8-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [71,2-94,7] 
Month 6 87,2 [71,2-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 34 (54,0) 
95%-CI [40,9-66,6] 
TEAE in months [95%-CI]  
Median 1,51[1,15-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,6 [26,8-54,1] 
Month 6 22,6 [6,1-45,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 14 (40,0) 
95%-CI [23,9-57,9] 
TEAE in months [95%-CI]  
Median 2,79[1,68-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,4 [23,2-65,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 20 (42,6) 
95%-CI [28,3-57,8] 
TEAE in months [95%-CI]  
Median 3,06[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,0 [35,0-66,6] 
Month 6 46,8 [28,9-62,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [71,1-92,1] 
Month 6 79,9 [62,8-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [66,3-94,7] 
Month 6 86,2 [66,3-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [70,7-94,7] 
Month 6 87,2 [70,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 13 (20,6) 
95%-CI [11,5-32,7] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,2 [65,2-88,0] 
Month 6 75,2 [59,2-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [73,5-96,9] 
Month 6 90,6 [73,5-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [77,6-97,5] 
Month 6 92,2 [77,6-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 11 (17,5) 
95%-CI [9,1-29,1] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [67,0-89,4] 
Month 6 80,9 [67,0-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [77,3-97,4] 
Month 6 92,1 [77,3-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [79,8-96,2] 
Month 6 80,5 [59,3-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,4 [49,6-88,3] 
Month 6 74,4 [49,6-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4073 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 2 (4,3) 
95%-CI [0,5-14,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [79,4-98,6] 
Month 6 94,5 [79,4-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 21 (33,3) 
95%-CI [22,0-46,3] 
TEAE in months [95%-CI]  
Median NE[3,94-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,8 [50,9-77,2] 
Month 6 62,2 [46,3-74,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median 4,76[3,61-7,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [50,2-83,9] 
Month 6 22,7 [1,5-59,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 26 (55,3) 
95%-CI [40,1-69,8] 
TEAE in months [95%-CI]  
Median 2,86[1,68-4,34] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,5 [32,0-63,3] 
Month 6 20,7 [6,2-40,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 11 (17,5) 
95%-CI [9,1-29,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,1 [66,8-89,7] 
Month 6 76,3 [58,9-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median 7,62[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [64,0-91,5] 
Month 6 81,9 [64,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 14 (29,8) 
95%-CI [17,3-44,9] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,8 [47,7-78,9] 
Month 6 59,2 [38,4-75,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 6 (9,5) 
95%-CI [3,6-19,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [79,0-95,4] 
Month 6 90,0 [79,0-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median 7,62[4,90-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 78,6 [33,1-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 7 (14,9) 
95%-CI [6,2-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [70,8-94,5] 
Month 6 75,5 [51,3-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [85,8-98,4] 
Month 6 95,2 [85,8-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median 7,26[4,76-7,26] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 78,1 [31,7-94,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 9 (19,1) 
95%-CI [9,1-33,3] 
TEAE in months [95%-CI]  
Median NE[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [63,6-90,5] 
Month 6 66,2 [40,7-82,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 18 (28,6) 
95%-CI [17,9-41,3] 
TEAE in months [95%-CI]  
Median NE[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,0 [58,4-83,1] 
Month 6 58,8 [39,3-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median NE[1,74-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,0 [35,2-72,5] 
Month 6 56,0 [35,2-72,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 17 (36,2) 
95%-CI [22,7-51,5] 
TEAE in months [95%-CI]  
Median 3,61[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,9 [35,0-70,9] 
Month 6 48,0 [27,0-66,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 16 (25,4) 
95%-CI [15,3-37,9] 
TEAE in months [95%-CI]  
Median 7,10[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [56,5-84,0] 
Month 6 59,7 [37,2-76,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median 5,22[2,04-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,2 [38,4-75,1] 
Month 6 44,4 [16,5-69,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 17 (36,2) 
95%-CI [22,7-51,5] 
TEAE in months [95%-CI]  
Median 4,40[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,0 [45,1-76,6] 
Month 6 49,0 [27,1-67,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 18 (28,6) 
95%-CI [17,9-41,3] 
TEAE in months [95%-CI]  
Median NE[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,4 [59,2-83,3] 
Month 6 58,8 [39,2-74,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [68,7-93,7] 
Month 6 59,9 [23,8-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 15 (31,9) 
95%-CI [19,1-47,1] 
TEAE in months [95%-CI]  
Median 9,23[3,29-9,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [57,5-84,9] 
Month 6 54,1 [28,3-74,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 4095 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [83,9-97,6] 
Month 6 88,4 [70,3-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [75,5-97,1] 
Month 6 78,3 [40,6-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [72,3-93,8] 
Month 6 86,5 [72,3-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 12 (19,0) 
95%-CI [10,2-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [64,0-87,2] 
Month 6 78,1 [64,0-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median 9,17[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [58,9-87,7] 
Month 6 76,8 [58,9-87,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [69,2-93,1] 
Month 6 74,1 [52,0-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [85,0-98,3] 
Month 6 94,9 [85,0-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median 9,17[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [78,7-98,5] 
Month 6 94,2 [78,7-98,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [73,9-95,9] 
Month 6 84,9 [66,4-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 12 (19,0) 
95%-CI [10,2-30,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,3 [64,5-87,2] 
Month 6 78,3 [64,5-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,1 [51,0-84,1] 
Month 6 71,1 [51,0-84,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 7 (14,9) 
95%-CI [6,2-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [66,0-91,5] 
Month 6 82,5 [66,0-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [78,2-96,1] 
Month 6 90,5 [78,2-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,1 [55,2-88,2] 
Month 6 76,1 [55,2-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [71,8-95,8] 
Month 6 88,8 [71,8-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 10 (15,9) 
95%-CI [7,9-27,3] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [71,1-94,7] 
Month 6 70,6 [49,5-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [70,8-96,7] 
Month 6 89,8 [70,8-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [68,3-95,0] 
Month 6 76,5 [53,4-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 8 (12,7) 
95%-CI [5,6-23,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [78,0-94,5] 
Month 6 88,8 [78,0-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[5,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [69,9-96,5] 
Month 6 60,3 [18,1-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [66,1-92,3] 
Month 6 83,3 [66,1-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [83,5-97,5] 
Month 6 93,5 [83,5-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [69,9-96,5] 
Month 6 89,4 [69,9-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [73,1-95,8] 
Month 6 89,0 [73,1-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 8 (12,7) 
95%-CI [5,6-23,5] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [75,8-94,0] 
Month 6 87,7 [75,8-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [75,3-97,1] 
Month 6 91,3 [75,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [78,1-96,6] 
Month 6 91,2 [78,1-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [69,4-92,8] 
Month 6 84,8 [69,4-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [61,2-94,4] 
Month 6 84,5 [61,2-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [81,4-98,8] 
Month 6 89,4 [68,0-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [81,1-96,5] 
Month 6 91,7 [81,1-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [70,7-96,6] 
Month 6 89,6 [70,7-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS13: Time to first TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Number prior lines 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [74,6-97,2] 
Month 6 91,3 [74,6-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 73 (73,7) 
95%-CI [63,9-82,1] 
TEAE in months [95%-CI]  
Median 1,18[0,72-1,64] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,7 [25,3-44,4] 
Month 6 20,0 [10,9-31,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 13 (44,8) 
95%-CI [26,4-64,3] 
TEAE in months [95%-CI]  
Median 2,56[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,4 [16,0-60,7] 
Month 6 38,4 [16,0-60,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 34 (34,3) 
95%-CI [25,1-44,6] 
TEAE in months [95%-CI]  
Median NE[4,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,5 [53,6-73,5] 
Month 6 61,5 [49,3-71,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [51,3-93,0] 
Month 6 80,3 [51,3-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 21 (21,2) 
95%-CI [13,6-30,6] 
TEAE in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [74,7-91,0] 
Month 6 69,4 [53,1-81,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[3,06-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [50,2-92,6] 
Month 6 69,5 [37,2-87,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 19 (19,2) 
95%-CI [12,0-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [72,3-88,3] 
Month 6 77,4 [66,0-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [71,5-98,0] 
Month 6 78,9 [39,5-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4136 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 10 (10,1) 
95%-CI [5,0-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [79,4-94,3] 
Month 6 86,3 [74,8-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [75,7-99,5] 
Month 6 96,2 [75,7-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 58 (58,6) 
95%-CI [48,2-68,4] 
TEAE in months [95%-CI]  
Median 1,41[0,69-5,39] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,7 [33,2-53,8] 
Month 6 36,1 [24,5-47,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 15 (51,7) 
95%-CI [32,5-70,6] 
TEAE in months [95%-CI]  
Median 1,18[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,0 [22,1-60,8] 
Month 6 42,0 [22,1-60,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 42 (42,4) 
95%-CI [32,5-52,8] 
TEAE in months [95%-CI]  
Median 5,39[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,5 [48,1-69,2] 
Month 6 47,3 [33,9-59,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 9 (31,0) 
95%-CI [15,3-50,8] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,8 [37,0-77,9] 
Month 6 60,8 [37,0-77,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 33 (33,3) 
95%-CI [24,2-43,5] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,8 [59,5-78,0] 
Month 6 68,1 [57,4-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 9 (31,0) 
95%-CI [15,3-50,8] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [43,4-80,7] 
Month 6 65,5 [43,4-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 24 (24,2) 
95%-CI [16,2-33,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,0 [62,1-81,2] 
Month 6 73,0 [62,1-81,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 9 (31,0) 
95%-CI [15,3-50,8] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,5 [39,3-78,9] 
Month 6 62,5 [39,3-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 16 (16,2) 
95%-CI [9,5-24,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [75,9-90,9] 
Month 6 76,5 [60,3-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [67,9-97,8] 
Month 6 91,1 [67,9-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [83,2-96,2] 
Month 6 91,9 [83,2-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [75,1-98,2] 
Month 6 93,1 [75,1-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 55 (55,6) 
95%-CI [45,2-65,5] 
TEAE in months [95%-CI]  
Median 2,10[1,22-4,14] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,6 [36,9-57,5] 
Month 6 32,8 [20,8-45,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 15 (51,7) 
95%-CI [32,5-70,6] 
TEAE in months [95%-CI]  
Median 1,41[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,4 [18,7-59,7] 
Month 6 39,4 [18,7-59,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 40 (40,4) 
95%-CI [30,7-50,7] 
TEAE in months [95%-CI]  
Median 4,14[3,32-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,3 [51,8-72,7] 
Month 6 43,6 [29,8-56,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 11 (37,9) 
95%-CI [20,7-57,7] 
TEAE in months [95%-CI]  
Median 3,48[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,0 [30,6-74,0] 
Month 6 47,1 [22,8-68,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 21 (21,2) 
95%-CI [13,6-30,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [67,8-86,4] 
Month 6 67,2 [52,2-78,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,5 [49,1-93,6] 
Month 6 69,0 [33,9-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [78,9-93,5] 
Month 6 83,3 [71,3-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median 7,56[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,7 [44,6-89,1] 
Month 6 73,7 [44,6-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 15 (15,2) 
95%-CI [8,7-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [75,9-91,3] 
Month 6 80,4 [68,6-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [45,4-89,7] 
Month 6 74,5 [45,4-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [84,7-96,8] 
Month 6 90,7 [80,9-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [75,7-99,5] 
Month 6 86,5 [51,5-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 48 (48,5) 
95%-CI [38,3-58,7] 
TEAE in months [95%-CI]  
Median 4,63[1,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [40,4-60,7] 
Month 6 47,9 [36,2-58,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 19 (65,5) 
95%-CI [45,7-82,1] 
TEAE in months [95%-CI]  
Median 0,89[0,43-1,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 25,5 [10,0-44,4] 
Month 6 25,5 [10,0-44,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 21 (21,2) 
95%-CI [13,6-30,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [68,2-85,5] 
Month 6 75,4 [63,9-83,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [42,1-81,8] 
Month 6 65,9 [42,1-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 13 (13,1) 
95%-CI [7,2-21,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [75,9-91,8] 
Month 6 82,9 [70,9-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median 5,32[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,7 [35,7-82,1] 
Month 6 47,8 [15,8-74,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [79,4-93,3] 
Month 6 84,6 [72,4-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,4 [44,8-86,8] 
Month 6 71,4 [44,8-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 11 (11,1) 
95%-CI [5,7-19,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [79,7-93,9] 
Month 6 85,2 [72,6-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [75,1-98,2] 
Month 6 93,1 [75,1-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 11 (11,1) 
95%-CI [5,7-19,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [80,4-93,9] 
Month 6 86,1 [75,1-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[5,42-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [74,7-98,2] 
Month 6 69,7 [16,9-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4174 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 53 (53,5) 
95%-CI [43,2-63,6] 
TEAE in months [95%-CI]  
Median 3,48[1,18-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,2 [42,6-62,7] 
Month 6 39,7 [27,6-51,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 17 (58,6) 
95%-CI [38,9-76,5] 
TEAE in months [95%-CI]  
Median 2,04[0,36-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,6 [19,8-60,5] 
Month 6 33,8 [14,2-54,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 15 (15,2) 
95%-CI [8,7-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [74,0-89,9] 
Month 6 83,6 [74,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [56,0-92,6] 
Month 6 81,0 [56,0-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 18 (18,2) 
95%-CI [11,1-27,2] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [77,3-91,8] 
Month 6 73,0 [56,7-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 14 (14,1) 
95%-CI [8,0-22,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [78,6-92,6] 
Month 6 82,3 [70,7-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [62,1-92,1] 
Month 6 82,1 [62,1-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 15 (15,2) 
95%-CI [8,7-23,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [77,6-91,8] 
Month 6 81,5 [70,1-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [71,2-97,9] 
Month 6 82,7 [51,5-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [85,3-96,5] 
Month 6 92,7 [85,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [64,4-94,1] 
Month 6 84,9 [64,4-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [87,9-97,8] 
Month 6 92,2 [82,3-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [71,3-96,5] 
Month 6 89,7 [71,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 3 (3,0) 
95%-CI [0,6-8,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,0 [90,8-99,0] 
Month 6 97,0 [90,8-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [59,0-91,6] 
Month 6 80,6 [59,0-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 52 (52,5) 
95%-CI [42,2-62,7] 
TEAE in months [95%-CI]  
Median 1,74[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,8 [31,5-53,6] 
Month 6 26,8 [8,1-50,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 10 (34,5) 
95%-CI [17,9-54,3] 
TEAE in months [95%-CI]  
Median 3,91[1,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,5 [35,5-77,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 11 (11,1) 
95%-CI [5,7-19,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [77,1-92,6] 
Month 6 86,8 [77,1-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [51,1-94,5] 
Month 6 65,8 [25,1-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 14 (14,1) 
95%-CI [8,0-22,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [76,1-91,3] 
Month 6 82,7 [71,7-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median 8,84[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [75,7-99,5] 
Month 6 96,2 [75,7-99,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 10 (10,1) 
95%-CI [5,0-17,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [81,5-94,7] 
Month 6 90,0 [81,5-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[1,87-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [48,2-91,5] 
Month 6 77,6 [48,2-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [76,6-92,5] 
Month 6 82,8 [69,5-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[4,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [74,8-99,4] 
Month 6 72,0 [15,4-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 39 (39,4) 
95%-CI [29,7-49,7] 
TEAE in months [95%-CI]  
Median 4,76[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,4 [55,2-75,4] 
Month 6 49,6 [35,7-62,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 14 (48,3) 
95%-CI [29,4-67,5] 
TEAE in months [95%-CI]  
Median 2,46[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,3 [19,0-64,2] 
Month 6 28,2 [6,4-55,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 21 (21,2) 
95%-CI [13,6-30,6] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [67,9-85,9] 
Month 6 75,3 [62,9-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
TEAE in months [95%-CI]  
Median NE[2,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,3 [43,6-87,1] 
Month 6 57,0 [23,4-80,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [82,7-95,0] 
Month 6 85,5 [73,4-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [71,3-96,5] 
Month 6 89,7 [71,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4206 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 11 (11,1) 
95%-CI [5,7-19,0] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [82,3-95,9] 
Month 6 81,6 [65,9-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [66,3-96,1] 
Month 6 87,9 [66,3-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 34 (34,3) 
95%-CI [25,1-44,6] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,9 [55,6-76,0] 
Month 6 53,4 [37,9-66,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,3 [35,6-80,5] 
Month 6 62,3 [35,6-80,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 28 (28,3) 
95%-CI [19,7-38,2] 
TEAE in months [95%-CI]  
Median 7,10[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,9 [60,1-80,8] 
Month 6 56,8 [39,7-70,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 10 (34,5) 
95%-CI [17,9-54,3] 
TEAE in months [95%-CI]  
Median NE[1,87-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,3 [30,6-75,7] 
Month 6 56,3 [30,6-75,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 31 (31,3) 
95%-CI [22,4-41,4] 
TEAE in months [95%-CI]  
Median 9,23[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,1 [65,8-83,7] 
Month 6 52,4 [35,7-66,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [63,4-92,4] 
Month 6 82,8 [63,4-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 8 (8,1) 
95%-CI [3,6-15,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [86,7-97,2] 
Month 6 87,1 [72,7-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [67,3-94,6] 
Month 6 86,2 [67,3-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 18 (18,2) 
95%-CI [11,1-27,2] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [73,7-89,3] 
Month 6 80,8 [70,5-87,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE in months [95%-CI]  
Median 3,81[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,1 [38,2-83,7] 
Month 6 49,6 [16,4-76,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 8 (8,1) 
95%-CI [3,6-15,3] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [86,3-97,1] 
Month 6 91,3 [81,9-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [66,3-97,5] 
Month 6 90,3 [66,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 20 (20,2) 
95%-CI [12,8-29,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [67,1-85,1] 
Month 6 77,6 [67,1-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[2,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,5 [46,7-89,3] 
Month 6 74,5 [46,7-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [75,5-91,7] 
Month 6 85,6 [75,5-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [52,9-96,4] 
Month 6 85,9 [52,9-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 15 (15,2) 
95%-CI [8,7-23,8] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [77,7-93,7] 
Month 6 75,3 [60,0-85,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE in months [95%-CI]  
Median NE[3,25-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 81,0 [37,8-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [80,9-94,5] 
Month 6 82,7 [67,8-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [63,4-92,4] 
Month 6 82,8 [63,4-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 6 (6,1) 
95%-CI [2,3-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [85,3-96,9] 
Month 6 93,1 [85,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS14: Time to first TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [68,3-96,2] 
Month 6 88,6 [68,3-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 12 (12,1) 
95%-CI [6,4-20,2] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [81,5-94,3] 
Month 6 89,6 [81,5-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,4 [58,7-93,2] 
Month 6 82,4 [58,7-93,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [86,3-97,1] 
Month 6 91,0 [80,9-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,2 [36,5-84,5] 
Month 6 66,2 [36,5-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 7 (7,1) 
95%-CI [2,9-14,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [83,3-96,1] 
Month 6 91,9 [83,3-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [66,0-96,0] 
Month 6 87,8 [66,0-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 31 (72,1) 
95%-CI [56,3-84,7] 
TEAE in months [95%-CI]  
Median 1,48[0,46-2,23] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,1 [20,0-48,7] 
Month 6 26,5 [13,3-41,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4237 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 55 (65,5) 
95%-CI [54,3-75,5] 
TEAE in months [95%-CI]  
Median 0,99[0,76-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,9 [24,6-47,4] 
Month 6 17,8 [7,1-32,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 14 (32,6) 
95%-CI [19,1-48,5] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [48,5-78,1] 
Month 6 65,5 [48,5-78,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 23 (27,4) 
95%-CI [18,2-38,2] 
TEAE in months [95%-CI]  
Median NE[4,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,8 [55,5-78,8] 
Month 6 62,5 [44,8-76,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
TEAE in months [95%-CI]  
Median 9,10[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [67,5-92,6] 
Month 6 61,5 [37,3-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 12 (14,3) 
95%-CI [7,6-23,6] 
TEAE in months [95%-CI]  
Median NE[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [78,3-94,4] 
Month 6 75,5 [55,0-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,1 [53,3-81,9] 
Month 6 70,1 [53,3-81,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 13 (15,5) 
95%-CI [8,5-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [78,0-93,1] 
Month 6 76,5 [60,0-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 6 (14,0) 
95%-CI [5,3-27,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [70,7-94,4] 
Month 6 81,0 [60,2-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [84,4-96,7] 
Month 6 92,7 [84,4-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 31 (72,1) 
95%-CI [56,3-84,7] 
TEAE in months [95%-CI]  
Median 0,89[0,69-2,14] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,1 [15,5-44,2] 
Month 6 25,4 [12,5-40,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 40 (47,6) 
95%-CI [36,6-58,8] 
TEAE in months [95%-CI]  
Median 3,15[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,7 [38,5-61,7] 
Month 6 42,3 [27,4-56,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4248 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 25 (58,1) 
95%-CI [42,1-73,0] 
TEAE in months [95%-CI]  
Median 2,10[1,41-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,7 [30,5-61,4] 
Month 6 36,1 [20,6-51,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 25 (29,8) 
95%-CI [20,3-40,7] 
TEAE in months [95%-CI]  
Median NE[5,39-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,4 [52,0-75,9] 
Month 6 58,9 [41,0-73,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 19 (44,2) 
95%-CI [29,1-60,1] 
TEAE in months [95%-CI]  
Median 6,93[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,2 [44,6-74,2] 
Month 6 57,4 [40,2-71,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 23 (27,4) 
95%-CI [18,2-38,2] 
TEAE in months [95%-CI]  
Median 7,92[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,0 [60,5-80,7] 
Month 6 72,0 [60,5-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 13 (30,2) 
95%-CI [17,2-46,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [50,1-79,6] 
Month 6 67,2 [50,1-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 19 (22,6) 
95%-CI [14,2-33,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,1 [60,4-82,3] 
Month 6 73,1 [60,4-82,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 10 (23,3) 
95%-CI [11,8-38,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [60,6-87,5] 
Month 6 71,7 [52,0-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [85,1-97,3] 
Month 6 85,0 [58,1-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [70,7-94,4] 
Month 6 86,8 [70,7-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 4 (4,8) 
95%-CI [1,3-11,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [87,7-98,2] 
Month 6 95,2 [87,7-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 26 (60,5) 
95%-CI [44,4-75,0] 
TEAE in months [95%-CI]  
Median 2,04[0,85-5,16] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,5 [25,3-55,2] 
Month 6 30,8 [15,6-47,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 47 (56,0) 
95%-CI [44,7-66,8] 
TEAE in months [95%-CI]  
Median 1,48[0,95-3,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,3 [29,2-53,0] 
Month 6 32,8 [20,5-45,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 21 (48,8) 
95%-CI [33,3-64,5] 
TEAE in months [95%-CI]  
Median 4,14[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,2 [39,1-70,2] 
Month 6 39,4 [22,1-56,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 30 (35,7) 
95%-CI [25,6-46,9] 
TEAE in months [95%-CI]  
Median 4,14[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [47,6-72,7] 
Month 6 47,9 [31,8-62,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 10 (23,3) 
95%-CI [11,8-38,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [57,9-86,6] 
Month 6 70,8 [51,5-83,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 12 (14,3) 
95%-CI [7,6-23,6] 
TEAE in months [95%-CI]  
Median NE[5,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [69,9-91,5] 
Month 6 69,5 [48,5-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
TEAE in months [95%-CI]  
Median NE[7,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [74,9-96,1] 
Month 6 89,8 [74,9-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 14 (16,7) 
95%-CI [9,4-26,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,2 [68,0-89,4] 
Month 6 73,7 [56,9-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [78,6-97,5] 
Month 6 86,4 [64,4-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 14 (16,7) 
95%-CI [9,4-26,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [67,2-89,0] 
Month 6 73,5 [57,0-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [74,1-95,9] 
Month 6 89,4 [74,1-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,9 [83,9-97,8] 
Month 6 87,5 [72,6-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 23 (53,5) 
95%-CI [37,7-68,8] 
TEAE in months [95%-CI]  
Median 2,83[0,66-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,3 [32,1-62,8] 
Month 6 43,9 [27,3-59,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 42 (50,0) 
95%-CI [38,9-61,1] 
TEAE in months [95%-CI]  
Median 1,64[0,82-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,3 [35,7-58,0] 
Month 6 47,3 [35,7-58,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 8 (18,6) 
95%-CI [8,4-33,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,1 [65,9-91,1] 
Month 6 77,0 [57,7-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 20 (23,8) 
95%-CI [15,2-34,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [62,5-82,5] 
Month 6 74,0 [62,5-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [69,6-94,1] 
Month 6 80,8 [60,5-91,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 10 (11,9) 
95%-CI [5,9-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [79,6-94,1] 
Month 6 82,9 [65,0-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [78,2-97,5] 
Month 6 86,2 [64,2-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4277 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [72,3-91,3] 
Month 6 84,2 [72,3-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [76,1-96,3] 
Month 6 84,3 [63,2-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 9 (10,7) 
95%-CI [5,0-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [80,9-94,9] 
Month 6 90,0 [80,9-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [80,6-98,7] 
Month 6 88,0 [63,2-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [75,0-92,4] 
Month 6 78,8 [58,1-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 19 (44,2) 
95%-CI [29,1-60,1] 
TEAE in months [95%-CI]  
Median 8,51[1,38-10,15] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [45,0-74,5] 
Month 6 61,5 [45,0-74,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 48 (57,1) 
95%-CI [45,9-67,9] 
TEAE in months [95%-CI]  
Median 2,14[0,95-3,52] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,3 [35,3-58,4] 
Month 6 31,8 [19,4-44,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
TEAE in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [65,3-90,0] 
Month 6 80,9 [65,3-90,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 4285 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [72,3-91,2] 
Month 6 84,1 [72,3-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [82,2-98,8] 
Month 6 88,9 [65,4-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [74,6-92,8] 
Month 6 74,8 [53,5-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [76,0-96,2] 
Month 6 84,6 [64,4-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 14 (16,7) 
95%-CI [9,4-26,4] 
TEAE in months [95%-CI]  
Median NE[6,44-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,2 [72,2-91,3] 
Month 6 76,5 [60,2-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [72,6-94,6] 
Month 6 87,6 [72,6-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 13 (15,5) 
95%-CI [8,5-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [74,8-92,5] 
Month 6 75,9 [59,5-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [82,5-98,8] 
Month 6 95,3 [82,5-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 9 (10,7) 
95%-CI [5,0-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [79,1-93,9] 
Month 6 88,6 [79,1-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [81,5-98,7] 
Month 6 95,0 [81,5-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [84,8-96,7] 
Month 6 89,0 [75,5-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 1 (2,3) 
95%-CI [0,1-12,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,6 [83,9-99,7] 
Month 6 97,6 [83,9-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [78,0-95,1] 
Month 6 89,5 [78,0-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 26 (60,5) 
95%-CI [44,4-75,0] 
TEAE in months [95%-CI]  
Median 1,61[1,12-3,06] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,2 [22,2-52,2] 
Month 6 32,6 [17,6-48,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 35 (41,7) 
95%-CI [31,0-52,9] 
TEAE in months [95%-CI]  
Median 2,79[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,9 [32,3-60,2] 
Month 6 35,2 [14,5-56,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 8 (18,6) 
95%-CI [8,4-33,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,8 [63,5-89,4] 
Month 6 79,8 [63,5-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 8 (9,5) 
95%-CI [4,2-17,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,6 [73,5-93,5] 
Month 6 86,6 [73,5-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [69,0-92,9] 
Month 6 80,0 [61,4-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE in months [95%-CI]  
Median 8,84[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [74,1-91,8] 
Month 6 85,2 [74,1-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 6 (14,0) 
95%-CI [5,3-27,9] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [71,4-94,4] 
Month 6 87,0 [71,4-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [78,8-95,0] 
Month 6 89,6 [78,8-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 6 (14,0) 
95%-CI [5,3-27,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [68,3-92,7] 
Month 6 84,4 [68,3-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 8 (9,5) 
95%-CI [4,2-17,9] 
TEAE in months [95%-CI]  
Median NE[4,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [75,4-95,1] 
Month 6 74,9 [49,4-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 21 (48,8) 
95%-CI [33,3-64,5] 
TEAE in months [95%-CI]  
Median 4,76[2,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [49,7-78,5] 
Month 6 42,6 [24,5-59,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 31 (36,9) 
95%-CI [26,6-48,1] 
TEAE in months [95%-CI]  
Median 3,94[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,8 [44,7-70,4] 
Month 6 49,6 [32,9-64,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 10 (23,3) 
95%-CI [11,8-38,6] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,9 [63,6-89,5] 
Month 6 74,6 [55,1-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 18 (21,4) 
95%-CI [13,2-31,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,2 [62,1-84,4] 
Month 6 69,9 [52,9-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 6 (14,0) 
95%-CI [5,3-27,9] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [79,2-97,6] 
Month 6 82,7 [60,2-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [82,1-95,7] 
Month 6 91,1 [82,1-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[7,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,6 [83,9-99,7] 
Month 6 86,4 [61,5-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 9 (10,7) 
95%-CI [5,0-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [71,7-92,3] 
Month 6 84,9 [71,7-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4316 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 22 (51,2) 
95%-CI [35,5-66,7] 
TEAE in months [95%-CI]  
Median 2,89[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,3 [32,6-64,0] 
Month 6 44,4 [27,1-60,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 22 (26,2) 
95%-CI [17,2-36,9] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,9 [56,7-81,2] 
Month 6 53,0 [31,5-70,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 17 (39,5) 
95%-CI [25,0-55,6] 
TEAE in months [95%-CI]  
Median 7,10[2,73-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,8 [49,5-79,3] 
Month 6 50,8 [30,0-68,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 21 (25,0) 
95%-CI [16,2-35,6] 
TEAE in months [95%-CI]  
Median NE[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,4 [52,0-78,9] 
Month 6 60,7 [41,1-75,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 13 (30,2) 
95%-CI [17,2-46,1] 
TEAE in months [95%-CI]  
Median 9,23[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,8 [57,9-85,7] 
Month 6 64,6 [43,6-79,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 23 (27,4) 
95%-CI [18,2-38,2] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,0 [65,8-85,0] 
Month 6 54,0 [33,8-70,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [81,2-98,7] 
Month 6 89,0 [66,6-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 10 (11,9) 
95%-CI [5,9-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [80,4-94,3] 
Month 6 83,7 [66,7-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [67,8-91,6] 
Month 6 78,2 [59,8-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 15 (17,9) 
95%-CI [10,4-27,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [70,5-88,6] 
Month 6 77,9 [64,6-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [79,4-97,6] 
Month 6 92,9 [79,4-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [84,1-97,1] 
Month 6 89,5 [76,2-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 6 (14,0) 
95%-CI [5,3-27,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [69,6-93,0] 
Month 6 85,1 [69,6-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 19 (22,6) 
95%-CI [14,2-33,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,4 [59,0-82,1] 
Month 6 72,4 [59,0-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [78,5-97,6] 
Month 6 92,5 [78,5-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 12 (14,3) 
95%-CI [7,6-23,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [65,8-88,8] 
Month 6 80,0 [65,8-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 9 (20,9) 
95%-CI [10,0-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [63,9-90,5] 
Month 6 71,5 [50,8-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median 7,92[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [81,0-98,2] 
Month 6 84,8 [63,1-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4334 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 8 (18,6) 
95%-CI [8,4-33,4] 
TEAE in months [95%-CI]  
Median NE[5,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [69,7-93,0] 
Month 6 73,1 [49,4-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 10 (11,9) 
95%-CI [5,9-20,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [74,7-92,3] 
Month 6 85,8 [74,7-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [75,1-96,1] 
Month 6 89,9 [75,1-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [80,6-95,3] 
Month 6 90,3 [80,6-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4338 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE in months [95%-CI]  
Median NE[7,16-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [72,7-94,6] 
Month 6 87,6 [72,7-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [83,7-96,5] 
Month 6 92,4 [83,7-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [75,7-97,3] 
Month 6 91,7 [75,7-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 9 (10,7) 
95%-CI [5,0-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [72,3-92,5] 
Month 6 85,3 [72,3-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [78,0-97,5] 
Month 6 92,3 [78,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS15: Time to first TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [77,9-95,0] 
Month 6 89,3 [77,9-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 14 (56,0) 
95%-CI [34,9-75,6] 
TEAE in months [95%-CI]  
Median 2,00[0,69-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,0 [11,0-53,7] 
Month 6 31,0 [11,0-53,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 80 (69,6) 
95%-CI [60,3-77,8] 
TEAE in months [95%-CI]  
Median 1,25[0,76-1,77] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,6 [26,5-44,8] 
Month 6 22,3 [13,3-32,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,9 [49,9-92,2] 
Month 6 78,9 [49,9-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 35 (30,4) 
95%-CI [22,2-39,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,8 [57,7-76,0] 
Month 6 65,1 [53,9-74,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4348 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE in months [95%-CI]  
Median NE[2,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [49,0-91,9] 
Month 6 69,5 [38,7-87,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 24 (20,9) 
95%-CI [13,9-29,4] 
TEAE in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [75,3-90,6] 
Month 6 67,7 [51,9-79,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [68,6-97,7] 
Month 6 79,7 [43,9-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 25 (21,7) 
95%-CI [14,6-30,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [68,2-84,7] 
Month 6 73,9 [63,1-81,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [70,5-97,9] 
Month 6 91,6 [70,5-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 11 (9,6) 
95%-CI [4,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [80,7-94,4] 
Month 6 87,1 [76,8-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 11 (44,0) 
95%-CI [24,4-65,1] 
TEAE in months [95%-CI]  
Median 2,56[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,9 [21,6-67,3] 
Month 6 45,9 [21,6-67,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 69 (60,0) 
95%-CI [50,4-69,0] 
TEAE in months [95%-CI]  
Median 1,18[0,69-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 40,9 [31,3-50,4] 
Month 6 34,2 [23,7-45,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,5 [43,6-85,2] 
Month 6 69,5 [43,6-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 50 (43,5) 
95%-CI [34,3-53,0] 
TEAE in months [95%-CI]  
Median 3,71[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,7 [46,1-66,0] 
Month 6 46,1 [33,9-57,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [54,8-90,5] 
Month 6 78,2 [54,8-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 42 (36,5) 
95%-CI [27,7-46,0] 
TEAE in months [95%-CI]  
Median 7,92[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [55,8-73,6] 
Month 6 63,9 [53,9-72,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 8 (32,0) 
95%-CI [14,9-53,5] 
TEAE in months [95%-CI]  
Median NE[1,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,3 [39,3-80,0] 
Month 6 63,3 [39,3-80,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 29 (25,2) 
95%-CI [17,6-34,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [61,4-79,5] 
Month 6 71,6 [61,4-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [66,6-99,2] 
Month 6 94,4 [66,6-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 19 (16,5) 
95%-CI [10,3-24,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [75,3-89,7] 
Month 6 76,3 [61,6-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [74,8-99,4] 
Month 6 96,0 [74,8-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 10 (8,7) 
95%-CI [4,2-15,4] 
TEAE in months [95%-CI]  
Median NE[8,05-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [83,2-95,4] 
Month 6 91,2 [83,2-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 14 (56,0) 
95%-CI [34,9-75,6] 
TEAE in months [95%-CI]  
Median 1,25[0,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,4 [16,3-57,0] 
Month 6 36,4 [16,3-57,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 66 (57,4) 
95%-CI [47,8-66,6] 
TEAE in months [95%-CI]  
Median 1,84[1,18-3,48] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 43,7 [33,9-53,1] 
Month 6 30,4 [19,4-42,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 9 (36,0) 
95%-CI [18,0-57,5] 
TEAE in months [95%-CI]  
Median NE[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 58,8 [34,7-76,5] 
Month 6 58,8 [34,7-76,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 49 (42,6) 
95%-CI [33,4-52,2] 
TEAE in months [95%-CI]  
Median 4,14[2,79-8,05] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,0 [49,2-69,3] 
Month 6 41,0 [28,4-53,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [48,4-93,4] 
Month 6 70,0 [36,4-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 24 (20,9) 
95%-CI [13,9-29,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [67,9-85,5] 
Month 6 67,9 [54,1-78,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE in months [95%-CI]  
Median NE[1,94-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,8 [38,1-84,5] 
Month 6 66,8 [38,1-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [78,2-92,2] 
Month 6 82,6 [71,9-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,83-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [48,3-91,6] 
Month 6 77,6 [48,3-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 18 (15,7) 
95%-CI [9,5-23,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [76,4-90,8] 
Month 6 77,7 [65,0-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 87,0 [54,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [84,9-96,4] 
Month 6 90,6 [81,6-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 16 (64,0) 
95%-CI [42,5-82,0] 
TEAE in months [95%-CI]  
Median 1,02[0,46-1,74] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,4 [13,0-49,9] 
Month 6 30,4 [13,0-49,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4379 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 58 (50,4) 
95%-CI [41,0-59,9] 
TEAE in months [95%-CI]  
Median 2,83[0,89-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,6 [38,5-57,9] 
Month 6 45,9 [35,1-56,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 8 (32,0) 
95%-CI [14,9-53,5] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,5 [40,8-80,7] 
Month 6 64,5 [40,8-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 24 (20,9) 
95%-CI [13,9-29,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [68,6-84,9] 
Month 6 75,6 [65,0-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 7 (28,0) 
95%-CI [12,1-49,4] 
TEAE in months [95%-CI]  
Median 5,32[2,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,6 [37,4-84,5] 
Month 6 44,4 [9,2-75,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [76,4-91,3] 
Month 6 82,9 [72,1-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,7 [42,9-85,7] 
Month 6 69,7 [42,9-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 13 (11,3) 
95%-CI [6,2-18,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [80,6-93,4] 
Month 6 85,5 [74,6-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median 6,37[6,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [71,6-97,9] 
Month 6 92,0 [71,6-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 13 (11,3) 
95%-CI [6,2-18,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [80,0-93,3] 
Month 6 85,2 [73,9-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[5,42-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [71,1-97,9] 
Month 6 61,2 [7,8-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 13 (11,3) 
95%-CI [6,2-18,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [80,6-93,7] 
Month 6 82,9 [69,9-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 14 (56,0) 
95%-CI [34,9-75,6] 
TEAE in months [95%-CI]  
Median 2,53[0,53-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,7 [19,8-63,9] 
Month 6 35,6 [14,3-57,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 60 (52,2) 
95%-CI [42,7-61,6] 
TEAE in months [95%-CI]  
Median 3,48[1,41-7,62] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,5 [43,6-62,5] 
Month 6 41,3 [29,8-52,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [51,6-94,1] 
Month 6 81,8 [51,6-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 19 (16,5) 
95%-CI [10,3-24,6] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,8 [73,8-89,0] 
Month 6 82,8 [73,8-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 20 (17,4) 
95%-CI [11,0-25,6] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [78,6-92,0] 
Month 6 72,0 [56,3-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE in months [95%-CI]  
Median 6,44[2,66-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [47,8-89,6] 
Month 6 75,3 [47,8-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 15 (13,0) 
95%-CI [7,5-20,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [81,1-93,5] 
Month 6 81,6 [69,6-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[3,09-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [54,4-96,9] 
Month 6 78,4 [44,8-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [79,1-92,2] 
Month 6 82,9 [72,5-89,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,4 [61,4-93,4] 
Month 6 83,4 [61,4-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [86,1-96,3] 
Month 6 92,8 [86,1-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [67,3-96,0] 
Month 6 88,0 [67,3-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,6 [88,4-97,6] 
Month 6 92,3 [83,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [47,8-91,4] 
Month 6 77,3 [47,8-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 5 (4,3) 
95%-CI [1,4-9,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [89,7-98,1] 
Month 6 95,6 [89,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 10 (40,0) 
95%-CI [21,1-61,3] 
TEAE in months [95%-CI]  
Median 2,37[0,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,6 [21,2-72,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 57 (49,6) 
95%-CI [40,1-59,0] 
TEAE in months [95%-CI]  
Median 2,07[1,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,3 [33,6-54,5] 
Month 6 33,5 [17,5-50,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,6 [50,4-94,2] 
Month 6 65,3 [25,0-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 14 (12,2) 
95%-CI [6,8-19,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [76,4-91,4] 
Month 6 85,6 [76,4-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median 8,84[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [76,0-90,6] 
Month 6 82,5 [72,3-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,37-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,4 [41,2-89,8] 
Month 6 73,4 [41,2-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 11 (9,6) 
95%-CI [4,9-16,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [82,2-94,6] 
Month 6 90,1 [82,2-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[4,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 63,6 [6,8-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 13 (11,3) 
95%-CI [6,2-18,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [77,4-92,4] 
Month 6 83,5 [71,5-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 11 (44,0) 
95%-CI [24,4-65,1] 
TEAE in months [95%-CI]  
Median 1,87[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 39,2 [14,7-63,4] 
Month 6 39,2 [14,7-63,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 48 (41,7) 
95%-CI [32,6-51,3] 
TEAE in months [95%-CI]  
Median 4,44[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [53,6-72,8] 
Month 6 44,7 [31,7-56,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 7 (28,0) 
95%-CI [12,1-49,4] 
TEAE in months [95%-CI]  
Median NE[1,68-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,9 [35,2-81,5] 
Month 6 62,9 [35,2-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 25 (21,7) 
95%-CI [14,6-30,4] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [67,6-84,9] 
Month 6 72,1 [59,5-81,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [71,6-97,9] 
Month 6 92,0 [71,6-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 14 (12,2) 
95%-CI [6,8-19,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [83,8-95,0] 
Month 6 83,4 [70,7-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [59,2-94,9] 
Month 6 84,7 [59,2-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 12 (10,4) 
95%-CI [5,5-17,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [83,3-95,8] 
Month 6 83,0 [69,1-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 7 (28,0) 
95%-CI [12,1-49,4] 
TEAE in months [95%-CI]  
Median NE[2,50-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,5 [39,0-82,7] 
Month 6 65,5 [39,0-82,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 41 (35,7) 
95%-CI [26,9-45,1] 
TEAE in months [95%-CI]  
Median 6,47[3,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,1 [50,8-71,5] 
Month 6 50,7 [36,8-63,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 9 (36,0) 
95%-CI [18,0-57,5] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,8 [26,6-74,8] 
Month 6 53,8 [26,6-74,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 35 (30,4) 
95%-CI [22,2-39,7] 
TEAE in months [95%-CI]  
Median 7,10[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [58,1-77,9] 
Month 6 53,9 [38,6-66,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,0 [54,2-88,4] 
Month 6 76,0 [54,2-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 33 (28,7) 
95%-CI [20,6-37,9] 
TEAE in months [95%-CI]  
Median 9,23[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,2 [67,6-84,2] 
Month 6 55,1 [39,2-68,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [58,4-91,2] 
Month 6 80,0 [58,4-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [87,2-97,0] 
Month 6 87,7 [74,7-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 7 (28,0) 
95%-CI [12,1-49,4] 
TEAE in months [95%-CI]  
Median NE[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,4 [36,7-82,4] 
Month 6 64,4 [36,7-82,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 20 (17,4) 
95%-CI [11,0-25,6] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [75,5-89,8] 
Month 6 79,8 [69,2-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [62,3-95,3] 
Month 6 86,1 [62,3-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [87,9-97,4] 
Month 6 92,3 [83,8-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[2,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [49,1-91,8] 
Month 6 78,2 [49,1-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 23 (20,0) 
95%-CI [13,1-28,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [67,8-84,7] 
Month 6 77,6 [67,8-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4439 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 14 (12,2) 
95%-CI [6,8-19,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [76,4-91,4] 
Month 6 85,6 [76,4-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4440 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[3,25-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [65,0-99,2] 
Month 6 82,4 [42,6-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [77,6-93,3] 
Month 6 76,1 [62,0-85,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [58,4-91,2] 
Month 6 80,0 [58,4-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 14 (12,2) 
95%-CI [6,8-19,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [80,6-93,7] 
Month 6 82,9 [69,7-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [64,7-95,6] 
Month 6 87,0 [64,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [84,5-95,9] 
Month 6 92,0 [84,5-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 4 (16,0) 
95%-CI [4,5-36,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [55,9-92,5] 
Month 6 80,8 [55,9-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 12 (10,4) 
95%-CI [5,5-17,5] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [83,7-95,0] 
Month 6 90,9 [83,7-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE in months [95%-CI]  
Median NE[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [36,9-86,1] 
Month 6 67,9 [36,9-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [84,0-95,9] 
Month 6 89,6 [79,8-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [65,9-97,6] 
Month 6 90,4 [65,9-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS16: Time to first TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [83,6-95,8] 
Month 6 91,6 [83,6-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 8 (61,5) 
95%-CI [31,6-86,1] 
TEAE in months [95%-CI]  
Median 1,25[0,23-1,41] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 88 (66,7) 
95%-CI [57,9-74,6] 
TEAE in months [95%-CI]  
Median 1,48[0,85-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,5 [27,6-45,4] 
Month 6 23,9 [14,8-34,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
TEAE in months [95%-CI]  
Median 1,38[0,23-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 33 (25,0) 
95%-CI [17,9-33,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [63,5-80,2] 
Month 6 70,4 [59,9-78,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[4,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 66,7 [5,4-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 28 (21,2) 
95%-CI [14,6-29,2] 
TEAE in months [95%-CI]  
Median 9,10[6,01-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,5 [73,5-88,7] 
Month 6 68,1 [53,7-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 27 (20,5) 
95%-CI [13,9-28,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [71,0-86,0] 
Month 6 74,4 [64,0-82,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 14 (10,6) 
95%-CI [5,9-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [81,2-93,9] 
Month 6 85,1 [74,8-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 11 (84,6) 
95%-CI [54,6-98,1] 
TEAE in months [95%-CI]  
Median 0,49[0,23-1,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 9,2 [0,6-33,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 71 (53,8) 
95%-CI [44,9-62,5] 
TEAE in months [95%-CI]  
Median 1,64[0,95-5,39] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,2 [35,6-54,3] 
Month 6 38,6 [27,8-49,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE in months [95%-CI]  
Median 1,48[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 21,2 [1,2-57,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 51 (38,6) 
95%-CI [30,3-47,5] 
TEAE in months [95%-CI]  
Median 7,62[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [51,7-69,9] 
Month 6 51,8 [40,0-62,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median NE[0,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,1 [23,3-79,5] 
Month 6 56,1 [23,3-79,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 43 (32,6) 
95%-CI [24,7-41,3] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,9 [59,9-76,3] 
Month 6 67,4 [58,1-75,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median NE[0,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,4 [24,4-79,3] 
Month 6 56,4 [24,4-79,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 33 (25,0) 
95%-CI [17,9-33,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,5 [61,9-79,0] 
Month 6 71,5 [61,9-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,49-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [23,6-85,0] 
Month 6 61,5 [23,6-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 17 (12,9) 
95%-CI [7,7-19,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [79,9-92,3] 
Month 6 80,2 [66,0-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 9 (6,8) 
95%-CI [3,2-12,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [86,0-96,6] 
Month 6 93,0 [86,0-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median NE[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,4 [21,3-79,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 77 (58,3) 
95%-CI [49,4-66,8] 
TEAE in months [95%-CI]  
Median 1,48[1,18-2,83] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,0 [31,7-50,0] 
Month 6 30,0 [20,1-40,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [20,4-96,9] 
Month 6 80,0 [20,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 58 (43,9) 
95%-CI [35,3-52,8] 
TEAE in months [95%-CI]  
Median 4,14[2,76-8,05] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,8 [47,8-66,6] 
Month 6 41,5 [29,9-52,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 29 (22,0) 
95%-CI [15,2-30,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,8 [65,7-83,3] 
Month 6 64,9 [51,7-75,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 22 (16,7) 
95%-CI [10,7-24,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [72,9-88,3] 
Month 6 78,4 [68,0-85,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4482 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 23 (17,4) 
95%-CI [11,4-25,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [73,5-88,3] 
Month 6 75,5 [63,6-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Weight increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [85,5-96,3] 
Month 6 89,2 [80,3-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 7 (53,8) 
95%-CI [25,1-80,8] 
TEAE in months [95%-CI]  
Median 1,41[0,07-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,5 [11,1-66,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 70 (53,0) 
95%-CI [44,2-61,8] 
TEAE in months [95%-CI]  
Median 1,84[0,82-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 45,5 [36,2-54,3] 
Month 6 43,1 [33,2-52,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,89-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,8 [25,3-87,2] 
Month 6 64,8 [25,3-87,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Nausea  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 31 (23,5) 
95%-CI [16,5-31,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,6 [65,4-81,7] 
Month 6 72,5 [62,4-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 79,1 [36,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 23 (17,4) 
95%-CI [11,4-25,0] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [72,2-87,9] 
Month 6 76,0 [63,8-84,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 79,1 [36,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 17 (12,9) 
95%-CI [7,7-19,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [78,0-91,4] 
Month 6 83,4 [73,2-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 14 (10,6) 
95%-CI [5,9-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [82,3-94,1] 
Month 6 86,6 [75,9-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: Constipation  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 15 (11,4) 
95%-CI [6,5-18,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [82,0-93,9] 
Month 6 80,6 [66,5-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE in months [95%-CI]  
Median 1,48[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,2 [18,5-74,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 71 (53,8) 
95%-CI [44,9-62,5] 
TEAE in months [95%-CI]  
Median 3,38[1,41-6,44] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,5 [42,0-60,1] 
Month 6 40,1 [29,6-50,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 21 (15,9) 
95%-CI [10,1-23,3] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [74,0-88,7] 
Month 6 82,7 [74,0-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median 4,86[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 19 (14,4) 
95%-CI [8,9-21,6] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [79,4-92,5] 
Month 6 76,4 [62,0-85,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,2 [33,4-90,0] 
Month 6 71,2 [33,4-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 19 (14,4) 
95%-CI [8,9-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [79,6-92,3] 
Month 6 81,0 [69,9-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,85-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [33,2-93,5] 
Month 6 76,2 [33,2-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 18 (13,6) 
95%-CI [8,3-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [79,7-92,3] 
Month 6 82,1 [72,0-88,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 12 (9,1) 
95%-CI [4,8-15,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [84,0-94,6] 
Month 6 90,6 [84,0-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 9 (6,8) 
95%-CI [3,2-12,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,6 [88,9-97,4] 
Month 6 92,6 [84,8-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 9 (6,8) 
95%-CI [3,2-12,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [85,3-96,0] 
Month 6 92,2 [85,3-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median 2,79[1,12-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,2 [1,6-70,7] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 63 (47,7) 
95%-CI [39,0-56,6] 
TEAE in months [95%-CI]  
Median 2,17[1,45-4,17] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,8 [36,9-56,1] 
Month 6 34,4 [20,2-49,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[2,56-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [20,4-96,9] 
Month 6 80,0 [20,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 17 (12,9) 
95%-CI [7,7-19,8] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [77,7-91,2] 
Month 6 83,3 [73,2-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 18 (13,6) 
95%-CI [8,3-20,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [77,8-91,2] 
Month 6 83,8 [74,6-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 15 (11,4) 
95%-CI [6,5-18,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [79,1-92,3] 
Month 6 87,2 [79,1-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [20,4-96,9] 
Month 6 80,0 [20,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 14 (10,6) 
95%-CI [5,9-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [81,2-93,6] 
Month 6 83,1 [70,6-90,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 8 (61,5) 
95%-CI [31,6-86,1] 
TEAE in months [95%-CI]  
Median 1,41[0,26-3,02] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,0 [6,6-63,6] 
Month 6 16,5 [1,0-49,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 52 (39,4) 
95%-CI [31,0-48,3] 
TEAE in months [95%-CI]  
Median 4,76[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,4 [53,4-71,8] 
Month 6 46,1 [33,3-57,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE in months [95%-CI]  
Median 2,66[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,6 [7,1-68,3] 
Month 6 36,6 [7,1-68,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 26 (19,7) 
95%-CI [13,3-27,5] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [70,1-86,0] 
Month 6 74,2 [62,5-82,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[0,59-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [47,2-95,5] 
Month 6 83,1 [47,2-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 15 (11,4) 
95%-CI [6,5-18,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [83,5-94,8] 
Month 6 83,5 [71,3-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [38,2-91,0] 
Month 6 74,0 [38,2-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 12 (9,1) 
95%-CI [4,8-15,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [84,5-96,1] 
Month 6 84,0 [70,5-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median 2,33[1,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,7 [7,1-80,3] 
Month 6 46,7 [7,1-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 45 (34,1) 
95%-CI [26,1-42,8] 
TEAE in months [95%-CI]  
Median 6,47[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,8 [53,4-72,5] 
Month 6 53,7 [40,7-65,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE in months [95%-CI]  
Median NE[0,46-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,8 [19,0-78,2] 
Month 6 52,8 [19,0-78,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 41 (31,1) 
95%-CI [23,3-39,7] 
TEAE in months [95%-CI]  
Median 7,10[4,40-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [56,6-75,7] 
Month 6 51,6 [36,6-64,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median 4,17[0,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [39,3-94,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 36 (27,3) 
95%-CI [19,9-35,7] 
TEAE in months [95%-CI]  
Median NE[5,55-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,3 [67,5-83,0] 
Month 6 60,2 [45,3-72,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[1,08-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 58,3 [7,7-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Nervous system disorders  
PT: Headache  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 13 (9,8) 
95%-CI [5,3-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [84,4-94,7] 
Month 6 87,9 [78,1-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 4 (30,8) 
95%-CI [9,1-61,4] 
TEAE in months [95%-CI]  
Median NE[0,26-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,5 [23,6-85,0] 
Month 6 61,5 [23,6-85,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 25 (18,9) 
95%-CI [12,6-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [73,3-87,6] 
Month 6 77,9 [67,9-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[1,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Vascular disorders  
PT: Hypotension  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [87,5-96,7] 
Month 6 91,7 [84,1-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[0,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,1 [15,1-84,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 25 (18,9) 
95%-CI [12,6-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,9 [70,2-85,4] 
Month 6 78,9 [70,2-85,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE in months [95%-CI]  
Median NE[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,3 [14,7-84,2] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Psychiatric disorders  
PT: Insomnia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 13 (9,8) 
95%-CI [5,3-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [80,5-93,2] 
Month 6 88,4 [80,5-93,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[2,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Eye disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 18 (13,6) 
95%-CI [8,3-20,7] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,2 [79,2-93,5] 
Month 6 76,1 [62,9-85,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 19 (14,4) 
95%-CI [8,9-21,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [78,5-91,5] 
Month 6 80,8 [68,5-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Cardiac disorders  
PT: Tachycardia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 11 (8,3) 
95%-CI [4,2-14,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [83,4-94,7] 
Month 6 90,5 [83,4-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 14 (10,6) 
95%-CI [5,9-17,2] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [83,4-94,4] 
Month 6 90,2 [83,4-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Renal and urinary disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 13 (9,8) 
95%-CI [5,3-16,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [79,3-93,2] 
Month 6 86,0 [76,2-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS17: Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [83,5-95,1] 
Month 6 91,0 [83,5-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.10.18 Merkmal: Arzneimittelformulierung 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 24 (68,6) 
95%-CI [50,7-83,1] 
TEAE in months [95%-CI]  
Median 1,61[0,43-3,29] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,6 [18,1-51,7] 
Month 6 18,4 [4,4-40,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 72 (65,5) 
95%-CI [55,8-74,3] 
TEAE in months [95%-CI]  
Median 1,25[0,82-2,10] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,9 [25,1-44,8] 
Month 6 24,3 [14,7-35,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [60,1-92,3] 
Month 6 81,7 [60,1-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Fatigue  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 35 (31,8) 
95%-CI [23,3-41,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [55,3-74,5] 
Month 6 63,0 [51,3-72,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median 6,01[4,86-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [70,2-98,1] 
Month 6 64,7 [18,3-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Oedema peripheral  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 24 (21,8) 
95%-CI [14,5-30,7] 
TEAE in months [95%-CI]  
Median NE[7,10-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [71,1-88,2] 
Month 6 67,7 [52,8-78,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median NE[3,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [51,0-82,7] 
Month 6 50,1 [26,9-69,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Pyrexia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 15 (13,6) 
95%-CI [7,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [74,3-90,0] 
Month 6 83,8 [74,3-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median NE[3,45-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,5 [54,6-89,8] 
Month 6 67,8 [39,2-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: Asthenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [87,4-97,3] 
Month 6 91,7 [82,1-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 24 (68,6) 
95%-CI [50,7-83,1] 
TEAE in months [95%-CI]  
Median 1,05[0,69-1,41] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,1 [17,4-49,6] 
Month 6 22,0 [8,2-40,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 58 (52,7) 
95%-CI [43,0-62,3] 
TEAE in months [95%-CI]  
Median 2,14[0,89-6,93] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 44,8 [34,2-54,9] 
Month 6 41,4 [29,8-52,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 18 (51,4) 
95%-CI [34,0-68,6] 
TEAE in months [95%-CI]  
Median 2,40[0,95-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,9 [21,7-60,9] 
Month 6 34,9 [15,4-55,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 39 (35,5) 
95%-CI [26,6-45,1] 
TEAE in months [95%-CI]  
Median 7,62[3,48-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,3 [53,5-73,2] 
Month 6 54,7 [41,7-66,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median NE[1,18-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,2 [42,5-75,5] 
Month 6 61,2 [42,5-75,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 35 (31,8) 
95%-CI [23,3-41,4] 
TEAE in months [95%-CI]  
Median 9,23[6,93-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [60,1-78,0] 
Month 6 68,2 [57,8-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 10 (28,6) 
95%-CI [14,6-46,3] 
TEAE in months [95%-CI]  
Median NE[1,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,9 [49,6-82,0] 
Month 6 68,9 [49,6-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 28 (25,5) 
95%-CI [17,6-34,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,6 [59,8-79,0] 
Month 6 70,6 [59,8-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [70,8-95,3] 
Month 6 87,9 [70,8-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 17 (15,5) 
95%-CI [9,3-23,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [75,6-90,5] 
Month 6 77,2 [62,4-86,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 11 (10,0) 
95%-CI [5,1-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [80,9-94,5] 
Month 6 89,6 [80,9-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 27 (77,1) 
95%-CI [59,9-89,6] 
TEAE in months [95%-CI]  
Median 0,72[0,49-1,38] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 19,5 [7,3-36,1] 
Month 6 9,8 [1,0-30,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 55 (50,0) 
95%-CI [40,3-59,7] 
TEAE in months [95%-CI]  
Median 2,10[1,41-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,9 [39,4-59,5] 
Month 6 38,4 [26,4-50,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4584 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 24 (68,6) 
95%-CI [50,7-83,1] 
TEAE in months [95%-CI]  
Median 1,41[0,95-2,76] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 27,8 [13,1-44,6] 
Month 6 18,5 [4,8-39,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 35 (31,8) 
95%-CI [23,3-41,4] 
TEAE in months [95%-CI]  
Median 8,05[3,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,2 [60,3-79,6] 
Month 6 52,5 [38,2-64,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 14 (40,0) 
95%-CI [23,9-57,9] 
TEAE in months [95%-CI]  
Median 3,55[2,53-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,4 [39,0-76,3] 
Month 6 35,6 [12,4-60,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Blood alkaline phosphatase increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 15 (13,6) 
95%-CI [7,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [73,1-90,3] 
Month 6 77,6 [63,8-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [50,5-84,0] 
Month 6 70,8 [50,5-84,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Alanine aminotransferase increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 14 (12,7) 
95%-CI [7,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [77,0-92,6] 
Month 6 82,3 [70,4-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,4 [52,9-86,0] 
Month 6 73,4 [52,9-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Aspartate aminotransferase increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 15 (13,6) 
95%-CI [7,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [78,5-92,7] 
Month 6 79,1 [65,5-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [72,3-98,2] 
Month 6 86,7 [62,8-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Weight increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [85,5-97,0] 
Month 6 91,2 [81,7-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 23 (65,7) 
95%-CI [47,8-80,9] 
TEAE in months [95%-CI]  
Median 0,69[0,33-2,07] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,1 [17,0-48,3] 
Month 6 32,1 [17,0-48,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 54 (49,1) 
95%-CI [39,4-58,8] 
TEAE in months [95%-CI]  
Median 2,83[1,02-11,30] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,9 [38,4-58,6] 
Month 6 46,4 [35,3-56,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 11 (31,4) 
95%-CI [16,9-49,3] 
TEAE in months [95%-CI]  
Median NE[2,20-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [50,0-82,3] 
Month 6 57,7 [30,2-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Nausea  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 23 (20,9) 
95%-CI [13,7-29,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,8 [65,5-83,5] 
Month 6 75,8 [65,5-83,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[3,91-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [60,4-92,3] 
Month 6 70,1 [38,2-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Diarrhoea  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 19 (17,3) 
95%-CI [10,7-25,7] 
TEAE in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,9 [70,4-87,9] 
Month 6 77,5 [64,8-86,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 10 (28,6) 
95%-CI [14,6-46,3] 
TEAE in months [95%-CI]  
Median NE[2,79-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,5 [47,1-81,5] 
Month 6 67,5 [47,1-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Vomiting  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 9 (8,2) 
95%-CI [3,8-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [84,3-95,9] 
Month 6 88,8 [77,7-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[5,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [64,0-93,1] 
Month 6 69,7 [34,2-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Abdominal pain  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 10 (9,1) 
95%-CI [4,4-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [83,3-95,3] 
Month 6 91,0 [83,3-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [61,9-91,2] 
Month 6 81,0 [61,9-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: Constipation  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 11 (10,0) 
95%-CI [5,1-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [83,1-95,6] 
Month 6 80,6 [63,8-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 22 (62,9) 
95%-CI [44,9-78,5] 
TEAE in months [95%-CI]  
Median 2,04[0,53-5,75] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,4 [29,9-62,9] 
Month 6 26,8 [10,8-45,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 55 (50,0) 
95%-CI [40,3-59,7] 
TEAE in months [95%-CI]  
Median 3,52[1,48-8,51] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,4 [41,7-62,0] 
Month 6 45,8 [34,2-56,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [59,1-90,5] 
Month 6 79,6 [59,1-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 17 (15,5) 
95%-CI [9,3-23,6] 
TEAE in months [95%-CI]  
Median NE[10,15-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [74,2-89,8] 
Month 6 83,6 [74,2-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[5,75-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [70,8-96,7] 
Month 6 65,9 [26,2-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Decreased appetite  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 17 (15,5) 
95%-CI [9,3-23,6] 
TEAE in months [95%-CI]  
Median NE[8,51-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [76,3-91,6] 
Month 6 75,9 [60,7-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE in months [95%-CI]  
Median NE[3,38-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [64,6-91,7] 
Month 6 65,8 [38,3-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypokalaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 14 (12,7) 
95%-CI [7,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [78,4-92,8] 
Month 6 84,5 [73,4-91,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE in months [95%-CI]  
Median NE[3,52-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [64,5-91,6] 
Month 6 69,7 [45,7-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypomagnesaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 12 (10,9) 
95%-CI [5,8-18,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [79,5-93,5] 
Month 6 86,0 [75,7-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,9 [62,4-89,9] 
Month 6 79,9 [62,4-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypocalcaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 5 (4,5) 
95%-CI [1,5-10,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [88,6-98,0] 
Month 6 95,1 [88,6-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyperglycaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 11 (10,0) 
95%-CI [5,1-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [84,5-95,6] 
Month 6 89,2 [79,8-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [71,1-95,4] 
Month 6 88,0 [71,1-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hyponatraemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 6 (5,5) 
95%-CI [2,0-11,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [85,3-97,1] 
Month 6 93,4 [85,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median NE[1,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 54,2 [33,1-71,1] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 55 (50,0) 
95%-CI [40,3-59,7] 
TEAE in months [95%-CI]  
Median 1,68[1,38-3,91] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,8 [31,3-53,8] 
Month 6 29,0 [14,8-44,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [72,3-98,2] 
Month 6 92,5 [72,3-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Pruritus  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 16 (14,5) 
95%-CI [8,5-22,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [72,8-89,6] 
Month 6 80,0 [68,0-87,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [67,0-94,9] 
Month 6 86,5 [67,0-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Rash  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 15 (13,6) 
95%-CI [7,8-21,5] 
TEAE in months [95%-CI]  
Median NE[8,84-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,9 [76,9-91,6] 
Month 6 83,4 [72,8-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4628 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [61,2-93,7] 
Month 6 83,6 [61,2-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Erythema  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 11 (10,0) 
95%-CI [5,1-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [81,1-94,2] 
Month 6 89,4 [81,1-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [65,5-94,6] 
Month 6 85,7 [65,5-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Skin and subcutaneous tissue disorders  
PT: Photosensitivity reaction  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 11 (10,0) 
95%-CI [5,1-17,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,1 [79,5-94,3] 
Month 6 82,5 [68,2-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 16 (45,7) 
95%-CI [28,8-63,4] 
TEAE in months [95%-CI]  
Median 3,91[2,20-6,01] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,2 [37,0-73,1] 
Month 6 34,3 [10,8-59,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 44 (40,0) 
95%-CI [30,8-49,8] 
TEAE in months [95%-CI]  
Median 4,44[3,02-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,3 [51,2-71,6] 
Month 6 46,0 [32,6-58,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,4 [50,1-83,7] 
Month 6 70,4 [50,1-83,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Cough  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 23 (20,9) 
95%-CI [13,7-29,7] 
TEAE in months [95%-CI]  
Median NE[7,62-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [67,2-85,5] 
Month 6 72,1 [58,9-81,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4637 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1A_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:18:13:11 

 
Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Dyspnoea  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 15 (13,6) 
95%-CI [7,8-21,5] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [79,9-93,6] 
Month 6 80,6 [67,2-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[3,94-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [66,9-96,3] 
Month 6 55,2 [15,2-82,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: Pleural effusion  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 10 (9,1) 
95%-CI [4,4-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [83,6-95,7] 
Month 6 88,6 [77,6-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE in months [95%-CI]  
Median NE[3,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,3 [53,8-87,8] 
Month 6 66,9 [41,0-83,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 40 (36,4) 
95%-CI [27,4-46,1] 
TEAE in months [95%-CI]  
Median 4,83[2,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,2 [47,3-69,3] 
Month 6 49,5 [35,1-62,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE in months [95%-CI]  
Median 3,91[2,76-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,9 [44,6-79,4] 
Month 6 24,4 [1,6-61,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Musculoskeletal and connective tissue disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 33 (30,0) 
95%-CI [21,6-39,5] 
TEAE in months [95%-CI]  
Median NE[5,78-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,3 [54,3-75,8] 
Month 6 56,5 [41,6-68,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE in months [95%-CI]  
Median NE[4,14-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [70,8-95,3] 
Month 6 60,3 [22,5-84,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 34 (30,9) 
95%-CI [22,4-40,4] 
TEAE in months [95%-CI]  
Median 9,23[4,63-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [62,6-80,8] 
Month 6 56,0 [40,6-68,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Nervous system disorders  
PT: Headache  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 13 (11,8) 
95%-CI [6,4-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [82,1-94,2] 
Month 6 83,6 [70,8-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [78,7-98,5] 
Month 6 94,2 [78,7-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 27 (24,5) 
95%-CI [16,8-33,7] 
TEAE in months [95%-CI]  
Median NE[9,17-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,5 [65,4-83,0] 
Month 6 71,1 [59,6-79,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [80,9-99,6] 
Month 6 97,1 [80,9-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Vascular disorders  
PT: Hypotension  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 10 (9,1) 
95%-CI [4,4-16,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [84,5-95,9] 
Month 6 89,8 [80,6-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [71,8-95,5] 
Month 6 88,3 [71,8-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 24 (21,8) 
95%-CI [14,5-30,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,3 [63,6-82,3] 
Month 6 74,3 [63,6-82,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [75,3-97,1] 
Month 6 91,3 [75,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Psychiatric disorders  
PT: Insomnia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 13 (11,8) 
95%-CI [6,4-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [74,4-91,1] 
Month 6 84,7 [74,4-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median NE[3,22-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [61,4-95,5] 
Month 6 52,1 [9,4-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Eye disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 14 (12,7) 
95%-CI [7,1-20,4] 
TEAE in months [95%-CI]  
Median NE[7,92-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [78,5-94,0] 
Month 6 79,7 [66,5-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE in months [95%-CI]  
Median 6,67[5,72-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [75,7-97,2] 
Month 6 73,1 [26,8-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 14 (12,7) 
95%-CI [7,1-20,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [77,0-91,8] 
Month 6 83,8 [73,3-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Cardiac disorders  
PT: Tachycardia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 9 (8,2) 
95%-CI [3,8-15,0] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [81,9-94,8] 
Month 6 90,2 [81,9-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [78,7-98,5] 
Month 6 94,2 [78,7-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Injury, poisoning and procedural complications  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 14 (12,7) 
95%-CI [7,1-20,4] 
TEAE in months [95%-CI]  
Median NE[8,61-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,3 [80,2-93,2] 
Month 6 88,3 [80,2-93,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [81,4-99,6] 
Month 6 97,1 [81,4-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Renal and urinary disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 13 (11,8) 
95%-CI [6,4-19,4] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [74,9-91,7] 
Month 6 83,0 [71,5-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [69,4-95,1] 
Month 6 87,3 [69,4-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE by SOC/PT by subgroup: Drug formulation 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Neoplasms benign, malignant and unspecified (incl cysts 
and polyps) 

 

PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
TEAE in months [95%-CI]  
Median NE[NE-NE] 
TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [83,5-96,3] 
Month 6 92,0 [83,5-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11 Subgruppenanalysen zum Endpunkt: Schwere unerwünschte Ereignisse nach SOC und PT 

4.11.1 Merkmal Alter 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 6 (9,2) 
95%-CI [3,5-19,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,01-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,0 [74,8-95,5] 
Month 6 89,0 [74,8-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [85,4-99,0] 
Month 6 91,1 [71,5-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,90-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 79,2 [31,8-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 28 (43,1) 
95%-CI [30,8-56,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,71[1,74-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,3 [42,5-69,6] 
Month 6 43,6 [26,0-60,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 23 (39,0) 
95%-CI [26,5-52,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,02-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,9 [53,7-80,0] 
Month 6 45,8 [25,9-63,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 6 (28,6) 
95%-CI [11,3-52,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,56-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [39,4-84,4] 
Month 6 67,2 [39,4-84,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 18 (27,7) 
95%-CI [17,3-40,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,5 [53,7-79,5] 
Month 6 64,2 [47,8-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 17 (28,8) 
95%-CI [17,8-42,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[3,29-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [64,6-88,5] 
Month 6 51,5 [30,1-69,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 13 (20,0) 
95%-CI [11,1-31,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [72,6-91,8] 
Month 6 71,7 [51,4-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 10 (16,9) 
95%-CI [8,4-29,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [68,2-90,5] 
Month 6 82,2 [68,2-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 3 (14,3) 
95%-CI [3,0-36,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [60,1-94,9] 
Month 6 84,9 [60,1-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 7 (10,8) 
95%-CI [4,4-20,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [74,4-93,7] 
Month 6 87,0 [74,4-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [75,2-95,6] 
Month 6 85,8 [69,6-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [56,4-96,8] 
Month 6 87,3 [56,4-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,6 [78,4-96,1] 
Month 6 90,6 [78,4-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,85-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [79,7-97,0] 
Month 6 76,9 [48,5-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,8-97,0] 
Month 6 88,4 [60,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 3 (4,6) 
95%-CI [1,0-12,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [79,0-98,0] 
Month 6 93,3 [79,0-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [85,1-98,3] 
Month 6 94,9 [85,1-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [67,0-97,5] 
Month 6 90,5 [67,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 20 (30,8) 
95%-CI [19,9-43,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 60,4 [45,1-72,7] 
Month 6 60,4 [45,1-72,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [73,7-95,2] 
Month 6 72,8 [49,8-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4691 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 17 (26,2) 
95%-CI [16,0-38,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,6 [48,8-76,6] 
Month 6 64,6 [48,8-76,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [75,6-96,4] 
Month 6 75,3 [52,4-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 7 (10,8) 
95%-CI [4,4-20,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [79,6-95,5] 
Month 6 90,3 [79,6-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [77,9-95,9] 
Month 6 85,5 [68,2-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 1 (4,8) 
95%-CI [0,1-23,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 10 (15,4) 
95%-CI [7,6-26,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [72,7-91,8] 
Month 6 84,8 [72,7-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,1 [71,6-91,4] 
Month 6 84,1 [71,6-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 4 (19,0) 
95%-CI [5,4-41,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [62,0-95,2] 
Month 6 85,7 [62,0-95,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 1 (1,5) 
95%-CI [0,0-8,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,3 [88,6-99,8] 
Month 6 98,3 [88,6-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [79,1-96,1] 
Month 6 90,7 [79,1-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [80,2-97,1] 
Month 6 92,3 [80,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [82,9-98,9] 
Month 6 78,5 [52,9-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [76,1-96,7] 
Month 6 90,8 [76,1-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS01: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,52-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [75,0-95,7] 
Month 6 76,1 [49,9-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1A_TSSS18: Time to first TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Age 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [56,1-96,8] 
Month 6 87,1 [56,1-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.2 Merkmal: Geschlecht 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 5 (8,3) 
95%-CI [2,8-18,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [83,1-98,1] 
Month 6 89,5 [71,9-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,6-14,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [81,3-96,7] 
Month 6 88,3 [74,0-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 24 (40,0) 
95%-CI [27,6-53,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,79[3,29-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,3 [51,0-76,4] 
Month 6 52,7 [35,0-67,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 33 (38,8) 
95%-CI [28,4-50,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[2,86-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,4 [49,3-73,0] 
Month 6 45,2 [28,1-60,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 17 (28,3) 
95%-CI [17,5-41,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,17-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,5 [62,1-86,1] 
Month 6 55,0 [35,0-71,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 20 (23,5) 
95%-CI [15,0-34,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[7,62-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,7 [63,4-84,3] 
Month 6 70,0 [55,9-80,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 13 (21,7) 
95%-CI [12,1-34,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,2 [67,8-89,5] 
Month 6 78,0 [63,2-87,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 13 (15,3) 
95%-CI [8,4-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [75,1-91,8] 
Month 6 74,5 [52,0-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 7 (11,7) 
95%-CI [4,8-22,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,0 [72,5-94,1] 
Month 6 83,6 [67,7-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [77,7-94,3] 
Month 6 88,5 [77,7-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [75,2-94,5] 
Month 6 77,4 [56,2-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [82,7-96,9] 
Month 6 92,5 [82,7-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [85,3-98,4] 
Month 6 95,0 [85,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [82,3-97,1] 
Month 6 92,7 [82,3-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4724 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [69,8-92,3] 
Month 6 81,1 [65,1-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 20 (23,5) 
95%-CI [15,0-34,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,8 [59,8-82,2] 
Month 6 65,7 [49,9-77,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 8 (13,3) 
95%-CI [5,9-24,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [69,8-92,3] 
Month 6 81,1 [65,1-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 16 (18,8) 
95%-CI [11,2-28,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [64,4-86,2] 
Month 6 70,2 [54,1-81,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 7 (11,7) 
95%-CI [4,8-22,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [78,6-95,3] 
Month 6 89,8 [78,6-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 7 (8,2) 
95%-CI [3,4-16,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [83,9-97,1] 
Month 6 89,6 [76,5-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 9 (15,0) 
95%-CI [7,1-26,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [74,3-92,9] 
Month 6 86,2 [74,3-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 14 (16,5) 
95%-CI [9,3-26,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [73,2-90,1] 
Month 6 83,5 [73,2-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,3 [86,1-99,1] 
Month 6 96,3 [86,1-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [85,4-97,3] 
Month 6 93,7 [85,4-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [81,3-96,1] 
Month 6 78,0 [57,8-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4736 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [78,7-97,9] 
Month 6 89,3 [72,6-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS02: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 9 (10,6) 
95%-CI [5,0-19,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,1 [74,9-93,6] 
Month 6 79,2 [55,9-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.3 Merkmal: Ethnie 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [85,2-96,6] 
Month 6 87,2 [74,2-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 46 (35,4) 
95%-CI [27,2-44,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,79[3,29-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [56,7-74,8] 
Month 6 54,2 [41,6-65,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 11 (73,3) 
95%-CI [44,9-92,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[0,39-5,39] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 38,4 [13,2-63,6] 
Month 6 14,4 [1,0-43,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 27 (20,8) 
95%-CI [14,2-28,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [70,0-86,0] 
Month 6 68,7 [56,0-78,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 10 (66,7) 
95%-CI [38,4-88,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,64[0,56-7,62] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 48,0 [20,5-71,2] 
Month 6 25,6 [5,0-53,8] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 24 (18,5) 
95%-CI [12,2-26,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,5 [75,2-89,2] 
Month 6 76,7 [64,8-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [53,3-96,2] 
Month 6 85,6 [53,3-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4746 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 15 (11,5) 
95%-CI [6,6-18,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [77,4-91,8] 
Month 6 84,6 [75,1-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [83,5-95,0] 
Month 6 87,7 [76,8-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,85-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 61,1 [7,5-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 7 (5,4) 
95%-CI [2,2-10,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [88,8-97,4] 
Month 6 94,5 [88,8-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,86-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 25 (19,2) 
95%-CI [12,8-27,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,0 [65,7-83,6] 
Month 6 71,6 [59,9-80,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,32-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 77,0 [43,2-92,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 22 (16,9) 
95%-CI [10,9-24,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [67,9-85,6] 
Month 6 73,9 [62,1-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,32-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 83,0 [45,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 14 (10,8) 
95%-CI [6,0-17,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [83,8-94,8] 
Month 6 88,7 [80,1-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 21 (16,2) 
95%-CI [10,3-23,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [76,8-89,9] 
Month 6 84,5 [76,8-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [53,3-96,2] 
Month 6 85,6 [53,3-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [88,0-97,1] 
Month 6 94,1 [88,0-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [87,3-97,4] 
Month 6 86,3 [73,1-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [80,3-94,7] 
Month 6 86,1 [73,1-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS03: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Race 
group 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,32-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 75,8 [40,4-91,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.4 Merkmal: Region-1 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,01-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [76,0-96,5] 
Month 6 83,0 [58,3-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,7 [78,6-99,5] 
Month 6 88,6 [57,7-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [80,7-97,9] 
Month 6 93,4 [80,7-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,71[1,41-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [35,6-64,5] 
Month 6 39,0 [20,5-57,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [52,7-90,9] 
Month 6 71,0 [43,9-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 22 (41,5) 
95%-CI [28,1-55,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,02-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [51,8-78,7] 
Month 6 45,7 [26,8-62,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 19 (32,2) 
95%-CI [20,6-45,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,0 [50,6-79,0] 
Month 6 46,9 [23,8-67,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,1 [64,2-94,3] 
Month 6 85,1 [64,2-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 14 (26,4) 
95%-CI [15,3-40,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,29-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [64,6-88,4] 
Month 6 62,3 [42,3-77,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [66,8-89,2] 
Month 6 80,6 [66,8-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [73,5-98,1] 
Month 6 92,6 [73,5-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 13 (24,5) 
95%-CI [13,8-38,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,68-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,6 [67,5-90,0] 
Month 6 68,6 [48,3-82,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [66,6-91,1] 
Month 6 82,3 [66,6-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [62,2-95,5] 
Month 6 86,2 [62,2-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 4 (7,5) 
95%-CI [2,1-18,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [82,6-98,0] 
Month 6 90,3 [74,9-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,85-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [62,8-87,9] 
Month 6 69,6 [45,7-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 2 (3,8) 
95%-CI [0,5-13,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,1 [87,1-99,7] 
Month 6 90,5 [60,4-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [76,1-94,0] 
Month 6 87,8 [76,1-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 1 (3,2) 
95%-CI [0,1-16,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [68,4-91,4] 
Month 6 79,0 [62,0-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,9 [62,9-95,8] 
Month 6 77,2 [45,8-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 15 (28,3) 
95%-CI [16,8-42,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [50,5-79,3] 
Month 6 63,0 [45,2-76,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [76,2-96,5] 
Month 6 86,4 [68,6-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [62,1-95,6] 
Month 6 76,8 [45,5-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 15 (28,3) 
95%-CI [16,8-42,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,2 [50,5-79,3] 
Month 6 63,0 [45,2-76,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [79,3-96,1] 
Month 6 90,9 [79,3-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [63,8-94,3] 
Month 6 77,9 [52,4-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [84,8-99,0] 
Month 6 96,0 [84,8-99,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 12 (20,3) 
95%-CI [11,0-32,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [65,0-87,1] 
Month 6 78,4 [65,0-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [70,6-96,5] 
Month 6 89,5 [70,6-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 7 (13,2) 
95%-CI [5,5-25,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [75,4-94,5] 
Month 6 88,1 [75,4-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [75,9-94,6] 
Month 6 88,4 [75,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 2 (3,8) 
95%-CI [0,5-13,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,0 [86,9-99,7] 
Month 6 98,0 [86,9-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,2 [87,8-99,7] 
Month 6 91,6 [64,8-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 88,7 [57,8-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 5 (9,4) 
95%-CI [3,1-20,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [77,1-96,5] 
Month 6 84,3 [62,3-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [77,3-97,8] 
Month 6 88,0 [68,9-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 6 (19,4) 
95%-CI [7,5-37,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,52-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [60,2-91,9] 
Month 6 67,8 [33,4-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS04: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [73,2-97,1] 
Month 6 90,8 [73,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.5 Merkmal: Region-2 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,01-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,5 [76,0-96,5] 
Month 6 83,0 [58,3-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [85,7-97,9] 
Month 6 91,4 [79,2-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 29 (49,2) 
95%-CI [35,9-62,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,71[1,41-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [35,6-64,5] 
Month 6 39,0 [20,5-57,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 28 (32,6) 
95%-CI [22,8-43,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,79[3,29-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,1 [59,9-81,1] 
Month 6 55,0 [39,0-68,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 19 (32,2) 
95%-CI [20,6-45,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,0 [50,6-79,0] 
Month 6 46,9 [23,8-67,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 18 (20,9) 
95%-CI [12,9-31,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,7 [70,8-88,9] 
Month 6 71,0 [56,3-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,6 [66,8-89,2] 
Month 6 80,6 [66,8-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 15 (17,4) 
95%-CI [10,1-27,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,8 [75,7-91,9] 
Month 6 76,7 [61,1-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 8 (13,6) 
95%-CI [6,0-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [66,6-91,1] 
Month 6 82,3 [66,6-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 7 (8,1) 
95%-CI [3,3-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [82,2-96,2] 
Month 6 89,3 [78,2-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 11 (18,6) 
95%-CI [9,7-30,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,85-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,2 [62,8-87,9] 
Month 6 69,6 [45,7-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 2 (2,3) 
95%-CI [0,3-8,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,8 [91,9-99,8] 
Month 6 94,1 [73,5-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 7 (11,9) 
95%-CI [4,9-22,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [76,1-94,0] 
Month 6 87,8 [76,1-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,6 [84,3-99,7] 
Month 6 97,6 [84,3-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 9 (15,3) 
95%-CI [7,2-27,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [68,4-91,4] 
Month 6 79,0 [62,0-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 19 (22,1) 
95%-CI [13,9-32,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,9 [60,9-83,1] 
Month 6 68,1 [53,4-79,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [76,2-96,5] 
Month 6 86,4 [68,6-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 19 (22,1) 
95%-CI [13,9-32,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,7 [60,8-83,0] 
Month 6 68,0 [53,3-78,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [79,3-96,1] 
Month 6 90,9 [79,3-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 9 (10,5) 
95%-CI [4,9-18,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [83,5-96,5] 
Month 6 89,4 [77,9-95,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 12 (20,3) 
95%-CI [11,0-32,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [65,0-87,1] 
Month 6 78,4 [65,0-87,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 11 (12,8) 
95%-CI [6,6-21,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [79,7-94,1] 
Month 6 88,9 [79,7-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [75,9-94,6] 
Month 6 88,4 [75,9-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 2 (2,3) 
95%-CI [0,3-8,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,8 [91,8-99,8] 
Month 6 98,8 [91,8-99,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,2 [87,8-99,7] 
Month 6 91,6 [64,8-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 7 (8,1) 
95%-CI [3,3-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [83,2-97,0] 
Month 6 85,8 [70,3-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [77,3-97,8] 
Month 6 88,0 [68,9-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS05: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 9 (10,5) 
95%-CI [4,9-18,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,6 [75,8-93,8] 
Month 6 82,9 [66,8-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 95,0 [69,5-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 9 (9,7) 
95%-CI [4,5-17,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,5-96,3] 
Month 6 83,5 [65,9-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 9,23[0,03-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 70,0 [32,9-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 7 (30,4) 
95%-CI [13,2-52,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,1 [40,4-85,0] 
Month 6 51,1 [16,9-77,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 9 (47,4) 
95%-CI [24,4-71,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,86[1,45-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,6 [20,1-69,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4843 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 37 (39,8) 
95%-CI [29,8-50,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,25-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,3 [53,5-74,8] 
Month 6 47,7 [32,3-61,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,49-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [38,1-94,3] 
Month 6 78,8 [38,1-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [45,5-88,5] 
Month 6 64,1 [34,3-83,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 6 (31,6) 
95%-CI [12,6-56,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,48-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,6 [33,2-80,8] 
Month 6 61,6 [33,2-80,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 23 (24,7) 
95%-CI [16,4-34,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[4,67-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,6 [68,5-87,1] 
Month 6 59,2 [41,2-73,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 9,23[0,49-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,68-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [67,6-97,6] 
Month 6 72,6 [26,2-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [63,2-99,1] 
Month 6 93,8 [63,2-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 20 (21,5) 
95%-CI [13,7-31,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [68,3-86,6] 
Month 6 74,5 [62,1-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,69-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 74,1 [28,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 13 (14,0) 
95%-CI [7,7-22,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,0 [70,3-89,4] 
Month 6 82,0 [70,3-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,2 [57,2-96,7] 
Month 6 87,2 [57,2-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 10 (10,8) 
95%-CI [5,3-18,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [79,4-94,6] 
Month 6 78,9 [58,8-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,03-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,86-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 6 (6,5) 
95%-CI [2,4-13,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [85,9-97,0] 
Month 6 93,4 [85,9-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,1 [28,9-93,0] 
Month 6 74,1 [28,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [50,1-91,2] 
Month 6 59,2 [28,5-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,33-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,6 [37,2-84,7] 
Month 6 66,6 [37,2-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 15 (16,1) 
95%-CI [9,3-25,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [69,0-88,4] 
Month 6 78,1 [65,4-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,7 [50,1-91,2] 
Month 6 59,2 [28,5-80,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 5 (26,3) 
95%-CI [9,1-51,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,33-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,6 [37,2-84,7] 
Month 6 66,6 [37,2-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 12 (12,9) 
95%-CI [6,8-21,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [72,3-91,0] 
Month 6 81,3 [68,6-89,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,84-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 11 (11,8) 
95%-CI [6,1-20,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [81,0-94,5] 
Month 6 86,9 [75,8-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,59-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [63,2-95,4] 
Month 6 86,3 [63,2-95,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [65,0-99,2] 
Month 6 94,1 [65,0-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 17 (18,3) 
95%-CI [11,0-27,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [71,9-88,4] 
Month 6 81,8 [71,9-88,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 



Sobi Page 4882 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [65,0-99,2] 
Month 6 94,1 [65,0-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 6 (6,5) 
95%-CI [2,4-13,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [84,9-96,8] 
Month 6 92,9 [84,9-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,27-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 75,0 [12,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 6 (6,5) 
95%-CI [2,4-13,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [84,5-97,7] 
Month 6 86,8 [70,6-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,89-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [35,9-90,7] 
Month 6 72,9 [35,9-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann 
Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 9 (9,7) 
95%-CI [4,5-17,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [79,9-95,4] 
Month 6 81,6 [62,7-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.7 Merkmal: Bulky Erkrankung 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [85,7-96,4] 
Month 6 88,0 [77,0-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 55 (40,1) 
95%-CI [31,9-48,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,25-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,8 [54,2-71,9] 
Month 6 48,9 [36,8-59,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 36 (26,3) 
95%-CI [19,1-34,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,62-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [67,3-83,1] 
Month 6 62,7 [50,2-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 25 (18,2) 
95%-CI [12,2-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [75,9-89,2] 
Month 6 77,8 [66,9-85,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 14 (10,2) 
95%-CI [5,7-16,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [80,6-93,3] 
Month 6 87,1 [78,7-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 13 (9,5) 
95%-CI [5,1-15,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,4 [83,3-94,6] 
Month 6 84,3 [71,5-91,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 8 (5,8) 
95%-CI [2,6-11,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [86,7-96,7] 
Month 6 93,3 [86,7-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 25 (18,2) 
95%-CI [12,2-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,3 [70,0-86,1] 
Month 6 74,0 [63,0-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 21 (15,3) 
95%-CI [9,7-22,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,3 [73,1-88,6] 
Month 6 76,9 [65,9-84,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 13 (9,5) 
95%-CI [5,1-15,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,1 [85,7-95,7] 
Month 6 90,3 [82,6-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4902 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 19 (13,9) 
95%-CI [8,6-20,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,8 [79,7-91,6] 
Month 6 86,8 [79,7-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4903 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 8 (5,8) 
95%-CI [2,6-11,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [88,7-97,3] 
Month 6 94,5 [88,7-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 8 (5,8) 
95%-CI [2,6-11,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,4 [89,3-98,1] 
Month 6 88,7 [77,1-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS07: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [82,8-95,4] 
Month 6 85,9 [73,7-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.8 Merkmal: Double/Triple-Hit 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 4,90[2,50-6,01] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,5 [35,9-91,1] 
Month 6 49,0 [8,6-81,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 6 (4,6) 
95%-CI [1,7-9,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [88,9-98,0] 
Month 6 93,2 [84,5-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 6 (40,0) 
95%-CI [16,3-67,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,0 [27,7-78,2] 
Month 6 57,0 [27,7-78,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 51 (39,2) 
95%-CI [30,8-48,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,25-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,4 [54,3-72,8] 
Month 6 47,8 [35,0-59,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 5 (33,3) 
95%-CI [11,8-61,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,4 [27,3-81,2] 
Month 6 59,4 [27,3-81,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 32 (24,6) 
95%-CI [17,5-32,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,39-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,1 [68,8-84,9] 
Month 6 63,1 [49,6-73,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,95-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [37,9-87,8] 
Month 6 70,0 [37,9-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 22 (16,9) 
95%-CI [10,9-24,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [77,3-90,7] 
Month 6 78,6 [66,7-86,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 75,0 [31,5-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 13 (10,0) 
95%-CI [5,4-16,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [79,9-93,0] 
Month 6 88,0 [79,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,77-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [40,8-91,5] 
Month 6 75,4 [40,8-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [85,6-96,3] 
Month 6 85,9 [71,7-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [56,4-96,5] 
Month 6 86,7 [56,4-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 6 (4,6) 
95%-CI [1,7-9,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [87,4-97,6] 
Month 6 94,4 [87,4-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 27 (20,8) 
95%-CI [14,2-28,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,3 [66,5-83,7] 
Month 6 70,6 [59,1-79,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 23 (17,7) 
95%-CI [11,6-25,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [69,7-86,4] 
Month 6 73,6 [62,1-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [50,4-95,9] 
Month 6 84,4 [50,4-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 12 (9,2) 
95%-CI [4,9-15,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [86,0-96,1] 
Month 6 90,5 [82,3-95,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,72-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,5 [40,4-88,3] 
Month 6 71,5 [40,4-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 19 (14,6) 
95%-CI [9,0-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,3 [78,8-91,2] 
Month 6 86,3 [78,8-91,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 6 (4,6) 
95%-CI [1,7-9,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [90,2-98,2] 
Month 6 95,8 [90,2-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [87,6-97,5] 
Month 6 86,8 [74,1-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,92-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,1 [36,7-94,7] 
Month 6 79,1 [36,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS08: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [82,4-95,3] 
Month 6 85,3 [72,4-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.9 Merkmal: Transformation des DLBCL 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [66,9-96,0] 
Month 6 87,9 [66,9-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [86,0-97,6] 
Month 6 88,2 [74,5-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 13 (44,8) 
95%-CI [26,4-64,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,29[0,92-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 55,4 [34,5-72,1] 
Month 6 49,2 [27,9-67,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 44 (37,9) 
95%-CI [29,1-47,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,25-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,6 [54,7-74,4] 
Month 6 48,5 [34,6-61,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 10 (34,5) 
95%-CI [17,9-54,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,10-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,1 [44,2-82,3] 
Month 6 53,7 [29,4-72,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 27 (23,3) 
95%-CI [15,9-32,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,62-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,4 [68,6-85,5] 
Month 6 65,2 [50,7-76,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,51-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 69,2 [47,5-83,3] 
Month 6 69,2 [47,5-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 18 (15,5) 
95%-CI [9,5-23,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [79,3-92,6] 
Month 6 79,9 [66,7-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [58,2-94,8] 
Month 6 84,4 [58,2-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 12 (10,3) 
95%-CI [5,5-17,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [80,4-93,8] 
Month 6 87,1 [77,7-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,70-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,6 [61,5-93,6] 
Month 6 71,7 [38,4-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [84,9-96,4] 
Month 6 88,2 [73,6-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [67,3-94,6] 
Month 6 86,2 [67,3-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 4 (3,4) 
95%-CI [0,9-8,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [87,6-98,4] 
Month 6 95,5 [87,6-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [63,4-97,5] 
Month 6 89,7 [63,4-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 26 (22,4) 
95%-CI [15,2-31,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,4 [63,7-82,4] 
Month 6 68,0 [55,6-77,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [63,4-97,5] 
Month 6 89,7 [63,4-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 22 (19,0) 
95%-CI [12,3-27,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,9 [67,2-85,5] 
Month 6 71,4 [58,8-80,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [70,1-96,4] 
Month 6 89,2 [70,1-96,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 11 (9,5) 
95%-CI [4,8-16,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [85,1-96,1] 
Month 6 90,1 [81,0-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [68,1-96,1] 
Month 6 88,4 [68,1-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 20 (17,2) 
95%-CI [10,9-25,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,8 [75,4-89,5] 
Month 6 83,8 [75,4-89,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [70,9-97,9] 
Month 6 91,8 [70,9-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 6 (5,2) 
95%-CI [1,9-10,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [89,4-98,1] 
Month 6 95,5 [89,4-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,27-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [86,1-97,1] 
Month 6 88,2 [75,7-94,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,4 [55,4-93,1] 
Month 6 81,4 [55,4-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4961 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS09: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [82,2-96,0] 
Month 6 85,2 [70,6-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 1 (2,1) 
95%-CI [0,1-11,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,7 [84,9-99,7] 
Month 6 97,7 [84,9-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,48-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [60,3-97,1] 
Month 6 79,6 [47,5-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 19 (39,6) 
95%-CI [25,8-54,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[2,86-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,3 [47,3-77,1] 
Month 6 54,7 [35,2-70,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 8 (34,8) 
95%-CI [16,4-57,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,71[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,8 [33,9-82,9] 
Month 6 45,5 [18,0-69,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 12 (25,0) 
95%-CI [13,6-39,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,39-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,0 [61,5-88,0] 
Month 6 67,5 [46,0-82,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,7 [48,1-90,9] 
Month 6 56,8 [25,2-79,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [77,7-96,5] 
Month 6 91,0 [77,7-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [68,8-97,7] 
Month 6 82,0 [50,8-94,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [74,7-95,2] 
Month 6 88,7 [74,7-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [78,1-96,6] 
Month 6 83,6 [59,1-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 4 (8,3) 
95%-CI [2,3-20,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [74,0-96,2] 
Month 6 89,8 [74,0-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 11 (22,9) 
95%-CI [12,0-37,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [62,5-88,3] 
Month 6 69,1 [48,9-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [69,1-93,0] 
Month 6 75,2 [54,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,5 [74,4-95,1] 
Month 6 88,5 [74,4-95,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 83,0 [53,5-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [81,9-97,9] 
Month 6 93,8 [81,9-97,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 6 (26,1) 
95%-CI [10,2-48,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,58-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,9 [49,3-86,9] 
Month 6 72,9 [49,3-86,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,7 [84,9-99,7] 
Month 6 97,7 [84,9-99,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 1 (2,1) 
95%-CI [0,1-11,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,48-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [58,9-95,0] 
Month 6 76,3 [46,4-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 8 (16,7) 
95%-CI [7,5-30,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [66,5-91,5] 
Month 6 78,8 [61,0-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS10: Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: B-Cell 
type 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,52-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 80,0 [20,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.11 Merkmal: Maximaler längster Durchmesser 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 5 (6,1) 
95%-CI [2,0-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,9 [84,2-97,7] 
Month 6 89,6 [74,0-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 4991 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 4 (11,1) 
95%-CI [3,1-26,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,6 [70,1-96,7] 
Month 6 80,7 [51,3-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 33 (40,2) 
95%-CI [29,6-51,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,4 [52,7-75,4] 
Month 6 47,9 [32,3-61,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 13 (36,1) 
95%-CI [20,8-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,45-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,9 [47,8-79,1] 
Month 6 60,0 [39,6-75,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 9,23[0,03-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 57,9 [15,3-85,2] 
Month 6 57,9 [15,3-85,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,41[0,43-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 21 (25,6) 
95%-CI [16,6-36,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,39-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,4 [65,6-85,6] 
Month 6 65,6 [49,8-77,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 9 (25,0) 
95%-CI [12,1-42,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,67-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,8 [58,7-87,7] 
Month 6 65,8 [37,7-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5000 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,74-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 55,6 [7,3-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 13 (15,9) 
95%-CI [8,7-25,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,5 [76,3-92,5] 
Month 6 80,1 [65,3-89,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 8 (22,2) 
95%-CI [10,1-39,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,0 [60,8-89,5] 
Month 6 72,4 [50,1-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 9,23[0,92-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,66-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,3 [37,9-90,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [78,3-94,9] 
Month 6 89,3 [78,3-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5007 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 7 (19,4) 
95%-CI [8,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,9 [63,7-91,6] 
Month 6 76,8 [56,2-88,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,81-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 9 (11,0) 
95%-CI [5,1-19,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,1 [80,2-95,2] 
Month 6 81,6 [64,0-91,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 1 (2,8) 
95%-CI [0,1-14,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [81,9-99,6] 
Month 6 97,2 [81,9-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,38-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [33,4-97,9] 
Month 6 85,7 [33,4-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,41-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,5-96,2] 
Month 6 91,5 [81,5-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-9,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,03-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 18 (22,0) 
95%-CI [13,6-32,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [64,8-85,8] 
Month 6 69,5 [54,9-80,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [60,6-92,3] 
Month 6 81,8 [60,6-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,59-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,1 [23,3-92,3] 
Month 6 71,1 [23,3-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,38-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [19,5-90,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5022 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 15 (18,3) 
95%-CI [10,6-28,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [68,6-88,9] 
Month 6 73,1 [58,3-83,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [60,6-92,3] 
Month 6 81,8 [60,6-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 2 (20,0) 
95%-CI [2,5-55,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,12-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [22,5-91,8] 
Month 6 70,0 [22,5-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,38-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,7 [19,5-90,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 3 (3,7) 
95%-CI [0,8-10,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,5 [90,5-99,4] 
Month 6 97,5 [90,5-99,4] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 7 (19,4) 
95%-CI [8,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,9 [65,2-93,1] 
Month 6 76,9 [53,1-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,20-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,43-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [48,2-95,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 10 (12,2) 
95%-CI [6,0-21,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [78,8-93,8] 
Month 6 88,4 [78,8-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 5 (13,9) 
95%-CI [4,7-29,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [73,1-95,7] 
Month 6 88,9 [73,1-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,26-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,6 [26,0-87,7] 
Month 6 65,6 [26,0-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 5 (38,5) 
95%-CI [13,9-68,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,49-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 49,5 [14,6-77,3] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 6 (7,3) 
95%-CI [2,7-15,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [84,8-97,2] 
Month 6 93,4 [84,8-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [79,3-98,6] 
Month 6 94,4 [79,3-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 3 (3,7) 
95%-CI [0,8-10,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,4 [88,9-99,8] 
Month 6 91,1 [73,4-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,2 [71,5-98,0] 
Month 6 83,8 [54,2-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,56-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,72-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [47,2-95,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5042 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [77,1-95,3] 
Month 6 86,8 [73,5-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,52-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [78,1-98,5] 
Month 6 80,6 [39,6-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,74-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS11: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,66-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [47,2-95,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.12 Merkmal: Primärdiagnose 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 7 (5,5) 
95%-CI [2,2-11,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [87,8-97,5] 
Month 6 92,3 [83,8-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 4,90[2,50-6,01] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [24,1-93,1] 
Month 6 48,5 [7,3-81,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 51 (40,2) 
95%-CI [31,6-49,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,25-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 63,9 [53,7-72,4] 
Month 6 47,6 [34,9-59,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,4 [26,6-83,5] 
Month 6 61,4 [26,6-83,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 32 (25,2) 
95%-CI [17,9-33,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,39-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,6 [68,3-84,6] 
Month 6 62,9 [49,5-73,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 4 (36,4) 
95%-CI [10,9-69,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 56,6 [20,1-81,7] 
Month 6 56,6 [20,1-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 22 (17,3) 
95%-CI [11,2-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,9 [76,7-90,4] 
Month 6 78,2 [66,2-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,95-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [35,0-89,9] 
Month 6 71,6 [35,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 13 (10,2) 
95%-CI [5,6-16,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [80,5-93,5] 
Month 6 87,0 [78,2-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 10 (7,9) 
95%-CI [3,8-14,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [85,3-96,2] 
Month 6 85,8 [71,6-93,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,3 [27,8-88,5] 
Month 6 67,3 [27,8-88,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 7 (5,5) 
95%-CI [2,2-11,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [86,5-97,0] 
Month 6 93,6 [86,5-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 24 (18,9) 
95%-CI [12,5-26,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,7 [69,0-85,7] 
Month 6 72,9 [61,3-81,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 21 (16,5) 
95%-CI [10,5-24,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,1 [71,4-87,8] 
Month 6 75,2 [63,6-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 12 (9,4) 
95%-CI [5,0-15,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [85,8-96,0] 
Month 6 90,4 [82,2-95,0] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,51-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [42,4-94,9] 
Month 6 80,8 [42,4-94,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 20 (15,7) 
95%-CI [9,9-23,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,0 [77,2-90,3] 
Month 6 85,0 [77,2-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,72-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 6 (4,7) 
95%-CI [1,8-10,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [89,9-98,2] 
Month 6 95,7 [89,9-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,8 [44,7-95,1] 
Month 6 81,8 [44,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 9 (7,1) 
95%-CI [3,3-13,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [87,5-97,4] 
Month 6 86,8 [74,1-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5071 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 11 (8,7) 
95%-CI [4,4-15,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,7 [82,4-95,2] 
Month 6 85,3 [72,5-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS12: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,92-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,7 [24,1-93,1] 
Month 6 72,7 [24,1-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [84,5-98,3] 
Month 6 94,7 [84,5-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,90-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [80,9-99,6] 
Month 6 80,9 [31,0-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,01-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,8 [70,1-95,3] 
Month 6 82,6 [61,8-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 13 (20,6) 
95%-CI [11,5-32,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,17-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [72,0-93,4] 
Month 6 60,7 [39,1-76,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 16 (45,7) 
95%-CI [28,8-63,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[0,95-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 53,4 [34,4-69,2] 
Month 6 53,4 [34,4-69,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 28 (59,6) 
95%-CI [44,3-73,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 2,40[0,92-5,39] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 42,5 [26,8-57,4] 
Month 6 32,5 [16,2-49,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [80,1-96,3] 
Month 6 75,5 [56,0-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 14 (40,0) 
95%-CI [23,9-57,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[1,74-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,0 [38,2-74,8] 
Month 6 51,6 [29,2-70,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 14 (29,8) 
95%-CI [17,3-44,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,0 [50,0-80,7] 
Month 6 52,4 [28,4-71,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 3 (4,8) 
95%-CI [1,0-13,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [86,4-99,1] 
Month 6 90,0 [66,0-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 10 (28,6) 
95%-CI [14,6-46,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [51,2-82,6] 
Month 6 70,0 [51,2-82,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 13 (27,7) 
95%-CI [15,6-42,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 9,23[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,5 [60,8-87,7] 
Month 6 70,4 [52,3-82,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 2 (3,2) 
95%-CI [0,4-11,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [84,9-99,0] 
Month 6 96,1 [84,9-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,02-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,5 [54,4-92,6] 
Month 6 74,3 [47,4-88,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 8 (17,0) 
95%-CI [7,6-30,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,0 [65,4-90,1] 
Month 6 81,0 [65,4-90,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 2 (3,2) 
95%-CI [0,4-11,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,4 [88,9-99,8] 
Month 6 92,6 [68,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,6 [57,7-90,0] 
Month 6 78,6 [57,7-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,85-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [73,8-95,9] 
Month 6 76,6 [40,9-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 1 (1,6) 
95%-CI [0,0-8,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [77,2-99,5] 
Month 6 96,4 [77,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [75,2-97,1] 
Month 6 91,2 [75,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [78,9-96,7] 
Month 6 91,5 [78,9-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 9 (14,3) 
95%-CI [6,7-25,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [65,3-89,8] 
Month 6 80,7 [65,3-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [67,1-94,6] 
Month 6 75,4 [44,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 14 (29,8) 
95%-CI [17,3-44,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,4 [49,5-80,2] 
Month 6 59,4 [40,4-74,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 7 (11,1) 
95%-CI [4,6-21,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [68,3-92,3] 
Month 6 84,0 [68,3-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 5 (14,3) 
95%-CI [4,8-30,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,47-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [67,1-94,6] 
Month 6 75,4 [44,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 12 (25,5) 
95%-CI [13,9-40,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,32-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [53,3-83,7] 
Month 6 63,6 [44,1-77,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 6 (9,5) 
95%-CI [3,6-19,6] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [81,8-97,3] 
Month 6 92,8 [81,8-97,3] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [77,4-98,4] 
Month 6 93,8 [77,4-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [74,6-95,2] 
Month 6 84,0 [66,1-92,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 8 (12,7) 
95%-CI [5,6-23,5] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,9 [78,9-95,4] 
Month 6 89,9 [78,9-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 9 (25,7) 
95%-CI [12,5-43,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,6 [55,3-85,3] 
Month 6 73,6 [55,3-85,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [71,4-93,5] 
Month 6 86,0 [71,4-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 1 (1,6) 
95%-CI [0,0-8,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [70,9-95,3] 
Month 6 87,9 [70,9-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 3 (6,4) 
95%-CI [1,3-17,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [79,5-97,7] 
Month 6 92,9 [79,5-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 2 (3,2) 
95%-CI [0,4-11,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [83,9-99,0] 
Month 6 95,8 [83,9-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 7 (14,9) 
95%-CI [6,2-28,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,73-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [73,8-96,0] 
Month 6 71,4 [46,1-86,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 5 (7,9) 
95%-CI [2,6-17,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [76,0-95,9] 
Month 6 89,8 [76,0-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,52-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [71,7-96,7] 
Month 6 72,0 [26,9-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS13: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [70,3-96,7] 
Month 6 84,7 [63,0-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 6 (6,1) 
95%-CI [2,3-12,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [87,6-97,8] 
Month 6 92,2 [82,5-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5117 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 43 (43,4) 
95%-CI [33,5-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,02-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,2 [50,9-71,6] 
Month 6 44,8 [30,9-57,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 8 (27,6) 
95%-CI [12,7-47,2] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,79[3,25-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,3 [55,7-89,3] 
Month 6 67,7 [39,7-84,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 31 (31,3) 
95%-CI [22,4-41,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[4,17-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,2 [63,6-82,2] 
Month 6 56,8 [42,1-69,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [61,3-95,3] 
Month 6 85,7 [61,3-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 16 (16,2) 
95%-CI [9,5-24,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [76,5-91,4] 
Month 6 79,7 [66,2-88,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 6 (20,7) 
95%-CI [8,0-39,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,79[3,25-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [65,9-94,3] 
Month 6 74,9 [43,8-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 13 (13,1) 
95%-CI [7,2-21,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [76,7-92,0] 
Month 6 84,3 [74,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 10 (10,1) 
95%-CI [5,0-17,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [82,5-95,4] 
Month 6 83,2 [67,2-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [77,2-99,5] 
Month 6 96,4 [77,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 5 (5,1) 
95%-CI [1,7-11,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,9 [85,3-97,5] 
Month 6 93,9 [85,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [75,1-98,2] 
Month 6 93,1 [75,1-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 19 (19,2) 
95%-CI [12,0-28,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,3 [69,6-87,6] 
Month 6 73,0 [59,7-82,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,7 [41,5-88,1] 
Month 6 71,7 [41,5-88,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 15 (15,2) 
95%-CI [8,7-23,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,3 [73,8-90,9] 
Month 6 76,9 [63,5-86,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 5 (17,2) 
95%-CI [5,8-35,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,8 [40,8-87,6] 
Month 6 70,8 [40,8-87,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 8 (8,1) 
95%-CI [3,6-15,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [84,9-96,4] 
Month 6 90,1 [80,4-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,7 [65,8-96,0] 
Month 6 87,7 [65,8-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 13 (13,1) 
95%-CI [7,2-21,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,4 [77,6-91,8] 
Month 6 86,4 [77,6-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 7 (24,1) 
95%-CI [10,3-43,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,9 [58,9-89,9] 
Month 6 78,9 [58,9-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 5 (5,1) 
95%-CI [1,7-11,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [87,8-97,8] 
Month 6 94,7 [87,8-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 95,7 [72,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5140 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 6 (6,1) 
95%-CI [2,3-12,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [89,3-98,9] 
Month 6 87,6 [72,5-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [54,7-97,1] 
Month 6 87,4 [54,7-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 8 (8,1) 
95%-CI [3,6-15,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,6 [81,6-96,3] 
Month 6 84,8 [68,8-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS14: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [52,3-92,6] 
Month 6 80,0 [52,3-92,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,6 [83,9-99,7] 
Month 6 91,1 [64,8-98,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5145 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [80,3-95,9] 
Month 6 86,9 [72,2-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 24 (55,8) 
95%-CI [39,9-70,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,71[2,10-7,79] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 59,3 [42,1-72,9] 
Month 6 39,7 [22,3-56,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 26 (31,0) 
95%-CI [21,3-42,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,25-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 67,9 [54,9-77,9] 
Month 6 55,6 [38,1-70,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 18 (41,9) 
95%-CI [27,0-57,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 4,67[3,02-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,6 [51,2-80,9] 
Month 6 49,1 [30,3-65,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 13 (15,5) 
95%-CI [8,5-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,5 [73,7-91,2] 
Month 6 74,6 [55,4-86,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 12 (27,9) 
95%-CI [15,3-43,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,68-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [61,6-87,8] 
Month 6 70,7 [49,1-84,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5151 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,6 [74,5-92,1] 
Month 6 82,3 [69,0-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 8 (18,6) 
95%-CI [8,4-33,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,1 [63,9-90,7] 
Month 6 77,4 [59,2-88,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [81,8-96,2] 
Month 6 91,5 [81,8-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [68,4-92,7] 
Month 6 78,8 [58,6-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 2 (2,4) 
95%-CI [0,3-8,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,4 [89,4-99,8] 
Month 6 90,9 [60,1-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,2 [73,2-95,9] 
Month 6 89,2 [73,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 3 (3,6) 
95%-CI [0,7-10,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [89,3-98,8] 
Month 6 96,4 [89,3-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [67,1-92,4] 
Month 6 79,3 [60,6-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 14 (16,7) 
95%-CI [9,4-26,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,4 [66,5-87,8] 
Month 6 76,3 [61,9-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,7 [67,1-92,4] 
Month 6 79,3 [60,6-89,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 11 (13,1) 
95%-CI [6,7-22,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,0 [69,9-90,7] 
Month 6 79,7 [65,0-88,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [80,9-98,7] 
Month 6 94,9 [80,9-98,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [85,2-97,3] 
Month 6 89,9 [76,3-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 7 (16,3) 
95%-CI [6,8-30,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,4 [70,3-93,2] 
Month 6 85,4 [70,3-93,2] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 12 (14,3) 
95%-CI [7,6-23,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,2 [76,4-92,1] 
Month 6 86,2 [76,4-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5166 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 10,15[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [78,4-97,5] 
Month 6 92,5 [78,4-97,5] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 2 (2,4) 
95%-CI [0,3-8,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,5 [90,5-99,4] 
Month 6 97,5 [90,5-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [82,5-98,8] 
Month 6 90,0 [69,5-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 5 (6,0) 
95%-CI [2,0-13,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [81,1-97,3] 
Month 6 88,8 [73,4-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [68,9-95,1] 
Month 6 87,3 [68,9-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS15: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 9 (10,7) 
95%-CI [5,0-19,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,4 [77,8-95,1] 
Month 6 79,1 [57,8-90,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [87,8-97,4] 
Month 6 89,1 [77,1-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 6 (24,0) 
95%-CI [9,4-45,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,56-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 74,0 [46,1-88,9] 
Month 6 64,7 [34,7-83,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 50 (43,5) 
95%-CI [34,3-53,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,39[3,02-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,3 [50,8-70,2] 
Month 6 45,5 [32,5-57,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [62,4-97,1] 
Month 6 88,9 [62,4-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 34 (29,6) 
95%-CI [21,4-38,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[4,67-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,8 [63,7-81,5] 
Month 6 57,7 [43,8-69,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,25-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [70,0-97,8] 
Month 6 81,3 [48,0-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 22 (19,1) 
95%-CI [12,4-27,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,7 [73,9-88,8] 
Month 6 77,6 [65,6-85,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5181 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 15 (13,0) 
95%-CI [7,5-20,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [76,0-91,2] 
Month 6 83,6 [73,7-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 12 (10,4) 
95%-CI [5,5-17,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,7 [81,5-94,4] 
Month 6 82,7 [68,2-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [74,8-99,4] 
Month 6 96,0 [74,8-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 7 (6,1) 
95%-CI [2,5-12,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [85,2-96,7] 
Month 6 92,9 [85,2-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [42,6-87,7] 
Month 6 71,6 [42,6-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 22 (19,1) 
95%-CI [12,4-27,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,5 [69,5-86,5] 
Month 6 73,2 [61,1-82,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,96-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,9 [41,9-87,3] 
Month 6 70,9 [41,9-87,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 18 (15,7) 
95%-CI [9,5-23,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [73,3-89,6] 
Month 6 76,7 [64,5-85,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 6,44[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [73,9-99,4] 
Month 6 95,8 [73,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 10 (8,7) 
95%-CI [4,2-15,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [85,6-96,2] 
Month 6 90,4 [81,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 5 (20,0) 
95%-CI [6,8-40,7] 
TEAE graded >= 3 in months [95%-CI]  
Median 6,44[6,44-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,0 [62,8-93,7] 
Month 6 84,0 [62,8-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 16 (13,9) 
95%-CI [8,2-21,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [78,0-91,4] 
Month 6 86,1 [78,0-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 7 (6,1) 
95%-CI [2,5-12,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [88,0-97,5] 
Month 6 94,4 [88,0-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 1 (4,0) 
95%-CI [0,1-20,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [88,5-97,9] 
Month 6 87,4 [74,3-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5198 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 3 (12,0) 
95%-CI [2,5-31,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,7 [64,0-95,6] 
Month 6 86,7 [64,0-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS16: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: 
Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 10 (8,7) 
95%-CI [4,2-15,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,8 [79,9-95,0] 
Month 6 83,9 [69,7-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 11 (8,3) 
95%-CI [4,2-14,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [85,1-96,2] 
Month 6 87,3 [75,6-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 10 (76,9) 
95%-CI [46,2-95,0] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,18[0,26-2,10] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 13,0 [0,9-41,0] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 47 (35,6) 
95%-CI [27,5-44,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 7,62[3,71-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 68,5 [58,6-76,5] 
Month 6 51,9 [38,8-63,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5204 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 6 (46,2) 
95%-CI [19,2-74,9] 
TEAE graded >= 3 in months [95%-CI]  
Median 1,48[1,18-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 21,2 [1,2-57,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 31 (23,5) 
95%-CI [16,5-31,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[7,62-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 79,7 [70,8-86,1] 
Month 6 65,2 [52,0-75,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,66-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,2 [33,4-90,0] 
Month 6 71,2 [33,4-90,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 23 (17,4) 
95%-CI [11,4-25,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [76,8-90,2] 
Month 6 78,1 [66,3-86,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,62-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,0 [32,9-89,2] 
Month 6 70,0 [32,9-89,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 12 (9,1) 
95%-CI [4,8-15,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,3 [81,0-94,1] 
Month 6 87,7 [78,8-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,41-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 70,5 [30,6-90,2] 
Month 6 70,5 [30,6-90,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [85,3-96,2] 
Month 6 85,5 [70,9-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,6 [51,2-95,9] 
Month 6 84,6 [51,2-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 6 (4,5) 
95%-CI [1,7-9,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [87,7-97,6] 
Month 6 94,5 [87,7-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 27 (20,5) 
95%-CI [13,9-28,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,4 [66,6-83,7] 
Month 6 70,8 [59,5-79,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 24 (18,2) 
95%-CI [12,0-25,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 78,8 [69,1-85,8] 
Month 6 73,2 [61,8-81,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[1,51-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 72,5 [34,9-90,7] 
Month 6 72,5 [34,9-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 11 (8,3) 
95%-CI [4,2-14,4] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [87,2-96,7] 
Month 6 91,6 [83,7-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 3 (23,1) 
95%-CI [5,0-53,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,66-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 71,6 [35,0-89,9] 
Month 6 71,6 [35,0-89,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 20 (15,2) 
95%-CI [9,5-22,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,7 [78,3-90,8] 
Month 6 85,7 [78,3-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[0,79-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 77,8 [36,5-93,9] 
Month 6 77,8 [36,5-93,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5223 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 6 (4,5) 
95%-CI [1,7-9,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [90,6-98,3] 
Month 6 96,0 [90,6-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 8 (6,1) 
95%-CI [2,7-11,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [88,7-98,0] 
Month 6 88,0 [75,6-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,92-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,0 [20,4-96,9] 
Month 6 80,0 [20,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS17: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Prior 
use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 12 (9,1) 
95%-CI [4,8-15,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [82,1-94,8] 
Month 6 84,9 [72,3-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.11.18 Merkmal: Arzneimittelformulierung 
 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 10 (9,1) 
95%-CI [4,4-16,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [83,6-96,2] 
Month 6 86,3 [73,3-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 13 (37,1) 
95%-CI [21,5-55,1] 
TEAE graded >= 3 in months [95%-CI]  
Median 3,25[2,40-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 66,2 [45,2-80,8] 
Month 6 48,6 [26,2-67,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 44 (40,0) 
95%-CI [30,8-49,8] 
TEAE graded >= 3 in months [95%-CI]  
Median 5,68[3,29-9,23] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 62,6 [51,5-71,8] 
Month 6 49,6 [35,8-61,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 8 (22,9) 
95%-CI [10,4-40,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[3,02-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,4 [54,2-87,9] 
Month 6 69,2 [45,7-84,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Neutropenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 29 (26,4) 
95%-CI [18,4-35,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[5,39-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,2 [65,9-83,8] 
Month 6 61,2 [46,7-72,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 7 (20,0) 
95%-CI [8,4-36,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,7 [61,3-91,0] 
Month 6 74,9 [52,8-87,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Thrombocytopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 19 (17,3) 
95%-CI [10,7-25,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[9,23-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,7 [75,9-90,5] 
Month 6 79,0 [66,1-87,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [73,9-98,2] 
Month 6 87,1 [63,6-95,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Anaemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 12 (10,9) 
95%-CI [5,8-18,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,1 [76,3-92,1] 
Month 6 86,1 [76,3-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [81,4-99,6] 
Month 6 97,1 [81,4-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Leukopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 12 (10,9) 
95%-CI [5,8-18,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,7 [79,8-93,8] 
Month 6 81,7 [66,9-90,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Blood and lymphatic system disorders  
PT: Lymphopenia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 8 (7,3) 
95%-CI [3,2-13,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [83,0-95,8] 
Month 6 91,5 [83,0-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 12 (34,3) 
95%-CI [19,1-52,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,53-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 61,7 [40,9-77,0] 
Month 6 55,5 [33,7-72,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 16 (14,5) 
95%-CI [8,5-22,5] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [72,7-89,8] 
Month 6 78,3 [65,9-86,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 11 (31,4) 
95%-CI [16,9-49,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[2,53-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 64,1 [42,9-79,2] 
Month 6 57,7 [35,2-74,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Investigations  
PT: Gamma-glutamyltransferase increased  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 13 (11,8) 
95%-CI [6,4-19,4] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 86,0 [75,8-92,1] 
Month 6 81,2 [68,8-89,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 12 (10,9) 
95%-CI [5,8-18,3] 
TEAE graded >= 3 in months [95%-CI]  
Median 11,30[11,30-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [83,1-95,2] 
Month 6 88,7 [79,2-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 6 (17,1) 
95%-CI [6,6-33,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 82,2 [64,5-91,6] 
Month 6 82,2 [64,5-91,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 17 (15,5) 
95%-CI [9,3-23,6] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,5 [77,1-91,0] 
Month 6 85,5 [77,1-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5250 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AC_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:47:27 

 
Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-10,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: Hypophosphataemia  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 8 (7,3) 
95%-CI [3,2-13,8] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[10,15-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [85,7-96,6] 
Month 6 92,9 [85,7-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[4,27-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,1 [66,7-96,1] 
Month 6 73,4 [33,9-91,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 5 (4,5) 
95%-CI [1,5-10,3] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,0 [91,0-99,0] 
Month 6 91,6 [78,8-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [62,6-94,1] 
Month 6 84,4 [62,6-94,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS18: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first TEAE graded >= 3 by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 9 (8,2) 
95%-CI [3,8-15,0] 
TEAE graded >= 3 in months [95%-CI]  
Median NE[NE-NE] 
TEAE graded >= 3: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [81,7-96,0] 
Month 6 84,7 [69,4-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12 Subgruppenanalysen zum Endpunkt: Schwerwiegende unerwünschte Ereignisse nach SOC und PT 

4.12.1 Merkmal Alter 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [78,9-97,1] 
Month 6 92,0 [78,9-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [84,4-98,9] 
Month 6 87,3 [67,6-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
serious TEAE in months [95%-CI]  
Median NE[4,90-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 79,2 [31,8-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [84,2-97,6] 
Month 6 93,8 [84,2-97,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [79,6-97,0] 
Month 6 91,9 [79,6-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 4 (6,2) 
95%-CI [1,7-15,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,1 [82,6-97,4] 
Month 6 93,1 [82,6-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 2 (3,4) 
95%-CI [0,4-11,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [86,3-99,1] 
Month 6 96,4 [86,3-99,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,9 [58,5-97,0] 
Month 6 87,9 [58,5-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 3 (4,6) 
95%-CI [1,0-12,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [82,1-98,1] 
Month 6 94,1 [82,1-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [82,9-98,9] 
Month 6 79,1 [54,2-91,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-16,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
< 65 years  
Patients in analysis set 65 
Patients with events - n(%) 5 (7,7) 
95%-CI [2,5-17,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,8 [74,0-95,4] 
Month 6 88,8 [74,0-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS01: Time to first serious TEAE by SOC/PT by subgroup: Age group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
65 to < 75 years  
Patients in analysis set 59 
Patients with events - n(%) 5 (8,5) 
95%-CI [2,8-18,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [84,9-98,3] 
Month 6 83,6 [58,5-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AC_TSSS06: Time to first TEAE graded >= 3 by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Age group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Age group:  
>= 75 years  
Patients in analysis set 21 
Patients with events - n(%) 2 (9,5) 
95%-CI [1,2-30,4] 
serious TEAE in months [95%-CI]  
Median NE[3,32-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 83,9 [49,4-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.2 Merkmal: Geschlecht 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 6 (10,0) 
95%-CI [3,8-20,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [82,5-98,0] 
Month 6 86,0 [67,7-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [84,2-97,8] 
Month 6 91,4 [79,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 5 (8,3) 
95%-CI [2,8-18,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [79,9-96,2] 
Month 6 91,1 [79,9-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 4 (4,7) 
95%-CI [1,3-11,6] 
serious TEAE in months [95%-CI]  
Median NE[6,44-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [87,3-98,7] 
Month 6 95,8 [87,3-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 3 (5,0) 
95%-CI [1,0-13,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [79,2-97,9] 
Month 6 93,2 [79,2-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 5 (5,9) 
95%-CI [1,9-13,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,6 [85,2-97,3] 
Month 6 93,6 [85,2-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-6,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [82,8-97,0] 
Month 6 80,1 [60,6-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Female  
Patients in analysis set 60 
Patients with events - n(%) 4 (6,7) 
95%-CI [1,8-16,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [78,3-97,8] 
Month 6 89,1 [72,3-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS02: Time to first serious TEAE by SOC/PT by subgroup: Sex 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Sex 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Sex:  
Male  
Patients in analysis set 85 
Patients with events - n(%) 8 (9,4) 
95%-CI [4,2-17,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [80,0-96,0] 
Month 6 80,9 [58,4-92,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.3 Merkmal: Ethnie 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 11 (8,5) 
95%-CI [4,3-14,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [86,0-96,8] 
Month 6 86,2 [73,6-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 9 (6,9) 
95%-CI [3,2-12,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [86,8-96,6] 
Month 6 93,2 [86,8-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [85,3-96,3] 
Month 6 92,6 [85,3-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 7 (5,4) 
95%-CI [2,2-10,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [90,4-98,7] 
Month 6 88,8 [75,7-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [53,9-98,8] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
White  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [82,6-95,8] 
Month 6 86,0 [72,9-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS03: Time to first serious TEAE by SOC/PT by subgroup: Race group 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Race group 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
serious TEAE in months [95%-CI]  
Median NE[3,32-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,3 [61,3-99,0] 
Month 6 83,0 [45,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.4 Merkmal: Region-1 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
serious TEAE in months [95%-CI]  
Median NE[6,01-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [75,5-96,4] 
Month 6 82,8 [58,1-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [76,2-98,3] 
Month 6 85,7 [58,0-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 2 (3,8) 
95%-CI [0,5-13,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,1 [87,1-99,7] 
Month 6 94,3 [77,6-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [81,4-97,2] 
Month 6 92,6 [81,4-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 4 (12,9) 
95%-CI [3,6-29,8] 
serious TEAE in months [95%-CI]  
Median NE[6,44-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,4 [67,0-96,2] 
Month 6 88,4 [67,0-96,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,1 [87,4-99,7] 
Month 6 98,1 [87,4-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [77,0-96,7] 
Month 6 91,1 [77,0-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 3 (9,7) 
95%-CI [2,0-25,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 89,5 [70,6-96,5] 
Month 6 89,5 [70,6-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 1 (1,9) 
95%-CI [0,0-10,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 98,0 [86,6-99,7] 
Month 6 98,0 [86,6-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [81,8-98,9] 
Month 6 88,9 [65,2-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 2 (6,5) 
95%-CI [0,8-21,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,8 [79,2-99,5] 
Month 6 88,7 [57,8-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [82,8-98,9] 
Month 6 89,1 [65,5-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [77,0-97,7] 
Month 6 87,9 [68,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
UK  
Patients in analysis set 31 
Patients with events - n(%) 5 (16,1) 
95%-CI [5,5-33,7] 
serious TEAE in months [95%-CI]  
Median NE[5,52-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,2 [64,4-94,3] 
Month 6 71,0 [34,0-89,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS04: Time to first serious TEAE by SOC/PT by subgroup: Country 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Country 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Country:  
Italy  
Patients in analysis set 53 
Patients with events - n(%) 3 (5,7) 
95%-CI [1,2-15,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [78,3-98,7] 
Month 6 90,8 [73,2-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.5 Merkmal: Region-2 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 6 (10,2) 
95%-CI [3,8-20,8] 
serious TEAE in months [95%-CI]  
Median NE[6,01-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,3 [75,5-96,4] 
Month 6 82,8 [58,1-93,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [89,4-98,8] 
Month 6 91,3 [78,9-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [81,4-97,2] 
Month 6 92,6 [81,4-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [86,5-98,1] 
Month 6 94,8 [86,5-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,1 [77,0-96,7] 
Month 6 91,1 [77,0-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 4 (4,7) 
95%-CI [1,3-11,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [87,3-98,1] 
Month 6 95,0 [87,3-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 3 (5,1) 
95%-CI [1,1-14,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,3 [81,8-98,9] 
Month 6 88,9 [65,2-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5313 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 5 (5,8) 
95%-CI [1,9-13,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,9 [87,4-98,7] 
Month 6 89,3 [74,1-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
USA  
Patients in analysis set 59 
Patients with events - n(%) 4 (6,8) 
95%-CI [1,9-16,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [77,0-97,7] 
Month 6 87,9 [68,7-95,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS05: Time to first serious TEAE by SOC/PT by subgroup: Region 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Region 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
Region:  
Non-USA  
Patients in analysis set 86 
Patients with events - n(%) 8 (9,3) 
95%-CI [4,1-17,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,2 [80,8-96,1] 
Month 6 84,4 [68,3-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,0 [69,5-99,3] 
Month 6 86,4 [53,6-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 9 (9,7) 
95%-CI [4,5-17,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,0 [82,6-96,5] 
Month 6 84,5 [67,7-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[1,84-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-14,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 1 (5,3) 
95%-CI [0,1-26,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [68,1-99,2] 
Month 6 94,7 [68,1-99,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [85,5-96,9] 
Month 6 93,2 [85,5-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 95,2 [70,7-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-17,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [81,2-95,7] 
Month 6 90,9 [81,2-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 75,0 [12,8-96,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 1 (4,3) 
95%-CI [0,1-21,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 2 (10,5) 
95%-CI [1,3-33,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,0 [59,4-96,9] 
Month 6 88,0 [59,4-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 4 (4,3) 
95%-CI [1,2-10,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [88,6-99,3] 
Month 6 90,0 [73,1-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-30,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage II  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [72,9-99,4] 
Month 6 87,0 [54,3-96,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage III  
Patients in analysis set 19 
Patients with events - n(%) 3 (15,8) 
95%-CI [3,4-39,6] 
serious TEAE in months [95%-CI]  
Median NE[2,89-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 76,6 [41,2-92,3] 
Month 6 76,6 [41,2-92,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS06: Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor stage 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Ann Arbor 
stage 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Ann Arbor stage:  
Stage IV  
Patients in analysis set 93 
Patients with events - n(%) 7 (7,5) 
95%-CI [3,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,8 [82,6-97,1] 
Month 6 84,3 [65,2-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS07: Time to first serious TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.7 Merkmal: Bulky Erkrankung 
 Time to first serious TEAE by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 11 (8,0) 
95%-CI [4,1-13,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [87,2-97,1] 
Month 6 87,9 [77,0-93,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS07: Time to first serious TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 8 (5,8) 
95%-CI [2,6-11,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [88,5-97,3] 
Month 6 94,4 [88,5-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS07: Time to first serious TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 5 (3,6) 
95%-CI [1,2-8,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,4 [89,0-98,1] 
Month 6 95,4 [89,0-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS07: Time to first serious TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 7 (5,1) 
95%-CI [2,1-10,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,3 [90,2-98,6] 
Month 6 89,9 [78,6-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS07: Time to first serious TEAE by SOC/PT by subgroup: Bulky disease 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Bulky 
disease 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Bulky disease:  
No  
Patients in analysis set 137 
Patients with events - n(%) 10 (7,3) 
95%-CI [3,6-13,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [85,7-96,8] 
Month 6 86,7 [74,6-93,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.8 Merkmal: Double/Triple-Hit 
 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 4 (26,7) 
95%-CI [7,8-55,1] 
serious TEAE in months [95%-CI]  
Median 6,01[2,50-6,01] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,3 [41,5-95,2] 
Month 6 54,2 [8,5-85,9] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 7 (5,4) 
95%-CI [2,2-10,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [89,9-98,2] 
Month 6 92,0 [83,1-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5343 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 1 (6,7) 
95%-CI [0,2-31,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [59,1-99,0] 
Month 6 92,9 [59,1-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,1 [87,9-97,2] 
Month 6 94,1 [87,9-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 3 (20,0) 
95%-CI [4,3-48,1] 
serious TEAE in months [95%-CI]  
Median NE[2,73-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 73,9 [37,9-91,0] 
Month 6 73,9 [37,9-91,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 5 (3,8) 
95%-CI [1,3-8,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,0 [90,6-98,3] 
Month 6 96,0 [90,6-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-21,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 8 (6,2) 
95%-CI [2,7-11,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [88,6-98,0] 
Month 6 88,0 [75,6-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
Yes  
Patients in analysis set 15 
Patients with events - n(%) 2 (13,3) 
95%-CI [1,7-40,5] 
serious TEAE in months [95%-CI]  
Median NE[2,92-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 72,9 [27,6-92,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS08: Time to first serious TEAE by SOC/PT by subgroup: Double/Triple hit 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: 
Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Double/Triple hit:  
No  
Patients in analysis set 130 
Patients with events - n(%) 10 (7,7) 
95%-CI [3,8-13,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,4 [84,9-96,3] 
Month 6 87,2 [74,8-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 

 



Sobi Page 5351 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.9 Merkmal: Transformation des DLBCL 
 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 4 (13,8) 
95%-CI [3,9-31,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,4 [65,8-95,8] 
Month 6 80,1 [53,6-92,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 7 (6,0) 
95%-CI [2,5-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,6 [88,1-98,4] 
Month 6 90,2 [77,1-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [70,9-97,9] 
Month 6 91,8 [70,9-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 7 (6,0) 
95%-CI [2,5-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [87,7-97,5] 
Month 6 94,4 [87,7-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-11,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 8 (6,9) 
95%-CI [3,0-13,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,9 [84,1-96,0] 
Month 6 91,9 [84,1-96,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
serious TEAE in months [95%-CI]  
Median NE[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 7 (6,0) 
95%-CI [2,5-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,6 [87,2-97,8] 
Month 6 89,3 [76,8-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. DLBCL = Diffuse large B-Cell Lymphoma. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
Transformed  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [73,7-98,1] 
Month 6 85,0 [57,2-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS09: Time to first serious TEAE by SOC/PT by subgroup: Transformed DLBCL 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Transformed 
DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Transformed DLBCL:  
De novo  
Patients in analysis set 116 
Patients with events - n(%) 9 (7,8) 
95%-CI [3,6-14,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,4 [82,0-96,0] 
Month 6 85,4 [71,0-93,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 1 (2,1) 
95%-CI [0,1-11,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 95,8 [73,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: General disorders and administration site conditions  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [70,7-99,3] 
Month 6 86,6 [53,9-96,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 5 (10,4) 
95%-CI [3,5-22,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,8 [77,0-96,5] 
Month 6 90,8 [77,0-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Gastrointestinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 91,3 [69,5-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 2 (4,2) 
95%-CI [0,5-14,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [84,2-98,9] 
Month 6 95,8 [84,2-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 4 (17,4) 
95%-CI [5,0-38,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 81,6 [58,0-92,7] 
Month 6 81,6 [58,0-92,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 1 (2,1) 
95%-CI [0,1-11,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 93,3 [61,3-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 3 (13,0) 
95%-CI [2,8-33,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,3 [69,5-97,8] 
Month 6 83,0 [53,5-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Germinal center B-cell  
Patients in analysis set 48 
Patients with events - n(%) 7 (14,6) 
95%-CI [6,1-27,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,8 [68,6-93,0] 
Month 6 80,7 [62,7-90,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS10: Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: B-Cell type 
Loncastuximab tesirine 

Data-cut 1 
 
SOC: Infections and infestations  
PT: All PTs  
B-cell type:  
Activated B-cell  
Patients in analysis set 23 
Patients with events - n(%) 2 (8,7) 
95%-CI [1,1-28,0] 
serious TEAE in months [95%-CI]  
Median NE[5,52-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 73,3 [24,3-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.11 Merkmal: Maximaler längster Durchmesser 
 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 8 (9,8) 
95%-CI [4,3-18,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [82,8-96,9] 
Month 6 83,7 [68,1-92,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 1 (2,8) 
95%-CI [0,1-14,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,2 [81,9-99,6] 
Month 6 97,2 [81,9-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[0,49-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-24,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 2 (2,4) 
95%-CI [0,3-8,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,4 [89,8-99,3] 
Month 6 97,4 [89,8-99,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 3 (8,3) 
95%-CI [1,8-22,5] 
serious TEAE in months [95%-CI]  
Median NE[6,44-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [74,0-98,3] 
Month 6 93,0 [74,0-98,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[0,20-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[0,43-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [48,2-95,6] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 1 (1,2) 
95%-CI [0,0-6,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,8 [85,3-99,7] 
Month 6 97,8 [85,3-99,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [79,6-98,6] 
Month 6 94,4 [79,6-98,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 3 (30,0) 
95%-CI [6,7-65,2] 
serious TEAE in months [95%-CI]  
Median NE[0,26-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,6 [26,0-87,7] 
Month 6 65,6 [26,0-87,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[0,99-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,2 [40,3-94,8] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 4 (4,9) 
95%-CI [1,3-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,6 [87,2-99,2] 
Month 6 89,9 [73,7-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 1 (2,8) 
95%-CI [0,1-14,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 91,7 [53,9-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[0,56-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,9 [43,3-98,4] 
Month 6 88,9 [43,3-98,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[0,72-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [47,2-95,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 82 
Patients with events - n(%) 7 (8,5) 
95%-CI [3,5-16,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,2 [78,8-95,7] 
Month 6 87,9 [75,4-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 36 
Patients with events - n(%) 2 (5,6) 
95%-CI [0,7-18,7] 
serious TEAE in months [95%-CI]  
Median NE[5,52-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 79,1 [36,7-94,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 10 
Patients with events - n(%) 1 (10,0) 
95%-CI [0,3-44,5] 
serious TEAE in months [95%-CI]  
Median NE[1,74-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS11: Time to first serious TEAE by SOC/PT by subgroup: Maximal longest diameter 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Maximal 
longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[0,66-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,1 [47,2-95,5] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.12 Merkmal: Primärdiagnose 
 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 8 (6,3) 
95%-CI [2,8-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [88,6-97,6] 
Month 6 91,2 [82,3-95,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 3 (27,3) 
95%-CI [6,0-61,0] 
serious TEAE in months [95%-CI]  
Median 6,01[2,50-6,01] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 55,6 [7,3-87,6] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 8 (6,3) 
95%-CI [2,8-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,0 [87,6-97,1] 
Month 6 94,0 [87,6-97,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 1 (9,1) 
95%-CI [0,2-41,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [50,8-98,7] 
Month 6 90,9 [50,8-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 6 (4,7) 
95%-CI [1,8-10,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [89,0-97,7] 
Month 6 94,9 [89,0-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
serious TEAE in months [95%-CI]  
Median NE[2,73-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 75,8 [30,5-93,7] 
Month 6 75,8 [30,5-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 8 (6,3) 
95%-CI [2,8-12,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,2 [88,5-98,0] 
Month 6 88,1 [75,8-94,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-28,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 127 
Patients with events - n(%) 10 (7,9) 
95%-CI [3,8-14,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [84,7-96,2] 
Month 6 87,2 [74,8-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS12: Time to first serious TEAE by SOC/PT by subgroup: Primary disease diagnosis 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Primary 
disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 2 (18,2) 
95%-CI [2,3-51,8] 
serious TEAE in months [95%-CI]  
Median NE[2,92-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 83,3 [27,3-97,5] 
Month 6 66,7 [19,5-90,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [84,8-98,3] 
Month 6 91,0 [76,1-96,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[4,90-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 83,3 [27,3-97,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 6 (12,8) 
95%-CI [4,8-25,7] 
serious TEAE in months [95%-CI]  
Median NE[6,01-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 88,6 [71,7-95,7] 
Month 6 84,6 [65,9-93,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,4 [83,5-98,2] 
Month 6 94,4 [83,5-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [80,9-99,6] 
Month 6 97,1 [80,9-99,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [77,3-96,5] 
Month 6 90,9 [77,3-96,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [82,5-97,3] 
Month 6 93,0 [82,5-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 85,3 [63,0-94,6] 
Month 6 85,3 [63,0-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-7,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 2 (3,2) 
95%-CI [0,4-11,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [83,9-99,0] 
Month 6 95,8 [83,9-99,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 1 (2,9) 
95%-CI [0,1-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [71,9-99,4] 
Month 6 95,5 [71,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 5 (10,6) 
95%-CI [3,5-23,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,5 [83,1-98,9] 
Month 6 77,5 [51,1-90,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
2 lines  
Patients in analysis set 63 
Patients with events - n(%) 4 (6,3) 
95%-CI [1,8-15,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [77,7-97,0] 
Month 6 91,7 [77,7-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
3 lines  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
serious TEAE in months [95%-CI]  
Median NE[5,52-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [74,4-98,2] 
Month 6 67,7 [25,7-89,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS13: Time to first serious TEAE by SOC/PT by subgroup: Number prior lines 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Number 
prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Number prior lines:  
> 3 lines  
Patients in analysis set 47 
Patients with events - n(%) 4 (8,5) 
95%-CI [2,4-20,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,9 [73,4-97,1] 
Month 6 86,8 [67,5-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 6 (6,1) 
95%-CI [2,3-12,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,7 [88,8-98,4] 
Month 6 91,4 [81,0-96,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [77,2-99,5] 
Month 6 96,4 [77,2-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 5 (5,1) 
95%-CI [1,7-11,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [87,3-97,7] 
Month 6 94,5 [87,3-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
serious TEAE in months [95%-CI]  
Median NE[6,44-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,9 [74,4-98,2] 
Month 6 92,9 [74,4-98,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 5 (5,1) 
95%-CI [1,7-11,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,7 [87,8-97,8] 
Month 6 94,7 [87,8-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5421 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 2 (6,9) 
95%-CI [0,8-22,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,6 [73,4-98,1] 
Month 6 92,6 [73,4-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 6 (6,1) 
95%-CI [2,3-12,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [88,3-98,8] 
Month 6 87,6 [72,8-94,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 1 (3,4) 
95%-CI [0,1-17,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,2 [75,7-99,5] 
Month 6 96,2 [75,7-99,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Relapse  
Patients in analysis set 99 
Patients with events - n(%) 8 (8,1) 
95%-CI [3,6-15,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [83,5-96,7] 
Month 6 86,1 [71,0-93,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS14: Time to first serious TEAE by SOC/PT by subgroup: Response category - first line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - first line:  
Refractory  
Patients in analysis set 29 
Patients with events - n(%) 3 (10,3) 
95%-CI [2,2-27,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 84,4 [55,0-95,3] 
Month 6 84,4 [55,0-95,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 89,6 [63,2-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 6 (7,1) 
95%-CI [2,7-14,9] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,4 [84,7-97,2] 
Month 6 89,8 [76,6-95,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 2 (4,7) 
95%-CI [0,6-15,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,9 [80,9-98,7] 
Month 6 94,9 [80,9-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 4 (4,8) 
95%-CI [1,3-11,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,4 [89,1-98,8] 
Month 6 96,4 [89,1-98,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5430 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 3 (7,0) 
95%-CI [1,5-19,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,7 [75,9-97,3] 
Month 6 91,7 [75,9-97,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 3 (3,6) 
95%-CI [0,7-10,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,9 [87,6-98,7] 
Month 6 95,9 [87,6-98,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 4 (9,3) 
95%-CI [2,6-22,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,5 [78,4-97,5] 
Month 6 87,4 [67,8-95,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 3 (3,6) 
95%-CI [0,7-10,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,5 [86,0-99,2] 
Month 6 92,6 [76,7-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Relapse  
Patients in analysis set 43 
Patients with events - n(%) 5 (11,6) 
95%-CI [3,9-25,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,3 [68,9-95,1] 
Month 6 83,3 [63,8-92,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS15: Time to first serious TEAE by SOC/PT by subgroup: Response category - last line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - last line:  
Refractory  
Patients in analysis set 84 
Patients with events - n(%) 7 (8,3) 
95%-CI [3,4-16,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [85,4-97,3] 
Month 6 83,5 [62,0-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,0 [68,6-97,7] 
Month 6 91,0 [68,6-97,7] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [90,0-98,5] 
Month 6 89,2 [76,9-95,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
serious TEAE in months [95%-CI]  
Median 6,44[6,44-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,8 [73,9-99,4] 
Month 6 95,8 [73,9-99,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 6 (5,2) 
95%-CI [1,9-11,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [87,6-97,4] 
Month 6 94,3 [87,6-97,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5441 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1AS_SS.sas 
Data Cut Date: 06Apr2020 Run Date: 18JAN2023:17:58:02 

 
Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 6 (5,2) 
95%-CI [1,9-11,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [86,1-97,2] 
Month 6 93,7 [86,1-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 0 (0,0) 
95%-CI [0,0-13,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 8 (7,0) 
95%-CI [3,1-13,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,8 [87,7-97,8] 
Month 6 87,4 [74,6-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Relapse  
Patients in analysis set 25 
Patients with events - n(%) 2 (8,0) 
95%-CI [1,0-26,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,8 [71,1-97,9] 
Month 6 91,8 [71,1-97,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS16: Time to first serious TEAE by SOC/PT by subgroup: Response category - any line 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Response 
category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Response category - any line:  
Refractory  
Patients in analysis set 115 
Patients with events - n(%) 10 (8,7) 
95%-CI [4,2-15,4] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 91,5 [82,4-96,0] 
Month 6 83,9 [70,0-91,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
serious TEAE in months [95%-CI]  
Median NE[1,38-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [38,7-98,1] 
Month 6 87,5 [38,7-98,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,5 [87,8-97,6] 
Month 6 88,0 [76,2-94,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[1,38-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 80,8 [41,0-95,0] 
Month 6 80,8 [41,0-95,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 7 (5,3) 
95%-CI [2,2-10,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 95,1 [89,3-97,8] 
Month 6 95,1 [89,3-97,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
serious TEAE in months [95%-CI]  
Median NE[0,66-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 90,0 [47,3-98,5] 
Month 6 90,0 [47,3-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 7 (5,3) 
95%-CI [2,2-10,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,7 [86,8-97,0] 
Month 6 93,7 [86,8-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 1 (7,7) 
95%-CI [0,2-36,0] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,3 [56,6-98,9] 
Month 6 92,3 [56,6-98,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 7 (5,3) 
95%-CI [2,2-10,6] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,1 [89,7-98,5] 
Month 6 89,3 [77,2-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 13 
Patients with events - n(%) 2 (15,4) 
95%-CI [1,9-45,4] 
serious TEAE in months [95%-CI]  
Median NE[1,38-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 65,6 [15,7-90,9] 
Month 6 65,6 [15,7-90,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS17: Time to first serious TEAE by SOC/PT by subgroup: Prior use of T-CART therapy 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Prior use 
of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Prior use of T-CART therapy:  
No  
Patients in analysis set 132 
Patients with events - n(%) 10 (7,6) 
95%-CI [3,7-13,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,5 [86,4-97,0] 
Month 6 86,8 [74,4-93,4] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

4.12.18 Merkmal: Arzneimittelformulierung 
 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 97,1 [81,4-99,6] 
Month 6 84,4 [56,7-95,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: General disorders and administration site conditions  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 8 (7,3) 
95%-CI [3,2-13,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,0 [84,6-96,9] 
Month 6 89,5 [76,9-95,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,3 [79,0-98,5] 
Month 6 94,3 [79,0-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Gastrointestinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 7 (6,4) 
95%-CI [2,6-12,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,8 [86,6-97,2] 
Month 6 93,8 [86,6-97,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 2 (5,7) 
95%-CI [0,7-19,2] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 94,2 [78,7-98,5] 
Month 6 94,2 [78,7-98,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Metabolism and nutrition disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 6 (5,5) 
95%-CI [2,0-11,5] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [84,9-97,0] 
Month 6 93,2 [84,9-97,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 3 (8,6) 
95%-CI [1,8-23,1] 
serious TEAE in months [95%-CI]  
Median NE[3,94-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 92,7 [73,1-98,2] 
Month 6 81,1 [44,5-94,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Respiratory, thoracic and mediastinal disorders  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 5 (4,5) 
95%-CI [1,5-10,3] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 96,7 [89,7-98,9] 
Month 6 91,3 [78,4-96,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Frozen liquid  
Patients in analysis set 35 
Patients with events - n(%) 4 (11,4) 
95%-CI [3,2-26,7] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 87,5 [64,7-96,0] 
Month 6 82,0 [57,7-93,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1AS_TSSS18: Time to first serious TEAE by SOC/PT by subgroup: Drug formulation 

ITT set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. TEAE = Treatment-emergent adverse 
event. 
ITT set = Intent to Treat set. SOC= System organ class. PT=Preferred term. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aae_tte, created on: 10JAN2023 

 Time to first serious TEAE by SOC/PT by subgroup: Drug 
formulation 

Loncastuximab tesirine 
Data-cut 1 

 
SOC: Infections and infestations  
PT: All PTs  
Drug formulation:  
Lyophilized  
Patients in analysis set 110 
Patients with events - n(%) 8 (7,3) 
95%-CI [3,2-13,8] 
serious TEAE in months [95%-CI]  
Median NE[NE-NE] 
serious TEAE: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 93,2 [84,8-97,0] 
Month 6 86,7 [71,8-94,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS01: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13 Subgruppenanalysen zum FACT-G GP5 (Zeit bis zur Verschlechterung) 

4.13.1 Merkmal Alter 
 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
Patients with events - n(%) 31 (54,4) 
95%-CI [40,7-67,6] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,68[1,08-2,83] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,8 [17,6-47,0] 
Month 6 20,5 [7,2-38,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 



Sobi Page 5467 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAD_KS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:10:40:42 

 
Table LT1FAD_PSTS01: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Age group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
Patients with events - n(%) 32 (60,4) 
95%-CI [46,0-73,5] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,04[1,45-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,7 [15,9-44,9] 
Month 6 16,5 [6,3-30,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS01: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Age group 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
Patients with events - n(%) 9 (45,0) 
95%-CI [23,1-68,5] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,79[1,15-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 47,6 [21,3-70,0] 
Month 6 35,7 [11,0-61,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS02: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Sex 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.2 Merkmal: Geschlecht 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
Patients with events - n(%) 26 (49,1) 
95%-CI [35,1-63,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,41-3,32] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,3 [21,8-52,9] 
Month 6 25,6 [11,9-41,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS02: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Sex 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
Patients with events - n(%) 46 (59,7) 
95%-CI [47,9-70,8] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,71[1,41-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,6 [18,4-43,7] 
Month 6 17,5 [7,4-31,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS03: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Race group 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.3 Merkmal: Ethnie 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
Patients with events - n(%) 65 (56,5) 
95%-CI [47,0-65,7] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,68[1,41-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 30,5 [20,5-41,1] 
Month 6 17,0 [8,7-27,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS03: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Race group 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
Patients with events - n(%) 7 (46,7) 
95%-CI [21,3-73,4] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 6,08[0,76-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 51,0 [20,6-75,1] 
Month 6 51,0 [20,6-75,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS04: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.4 Merkmal: Region-1 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 26 (51,0) 
95%-CI [36,6-65,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,48[0,95-3,02] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,3 [21,1-53,5] 
Month 6 18,7 [5,5-37,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS04: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Country 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
Patients with events - n(%) 14 (48,3) 
95%-CI [29,4-67,5] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 3,32[1,71-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,1 [27,6-69,0] 
Month 6 39,0 [18,3-59,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS04: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Country 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
Patients with events - n(%) 30 (62,5) 
95%-CI [47,4-76,0] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,48[1,18-2,30] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 21,8 [9,7-37,1] 
Month 6 11,6 [2,7-27,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS05: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Region 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.5 Merkmal: Region-2 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
Patients with events - n(%) 26 (51,0) 
95%-CI [36,6-65,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,48[0,95-3,02] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,3 [21,1-53,5] 
Month 6 18,7 [5,5-37,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS05: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Region 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
Patients with events - n(%) 46 (58,2) 
95%-CI [46,6-69,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,48-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,7 [20,0-44,1] 
Month 6 21,6 [11,2-34,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS06: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Ann Arbor 

stage 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
Patients with events - n(%) 4 (40,0) 
95%-CI [12,2-73,8] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,71[0,95-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 50,0 [11,1-80,4] 
Month 6 33,3 [4,6-67,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS06: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Ann Arbor 

stage 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
Patients with events - n(%) 8 (38,1) 
95%-CI [18,1-61,6] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 3,02[1,41-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 52,6 [24,3-74,7] 
Month 6 42,1 [15,3-67,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS06: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Ann Arbor 

stage 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
Patients with events - n(%) 12 (70,6) 
95%-CI [44,0-89,7] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,08[0,72-4,40] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 25,0 [6,2-50,1] 
Month 6 12,5 [0,9-39,7] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FAD_PSTS06: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Ann Arbor 

stage 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
Patients with events - n(%) 48 (58,5) 
95%-CI [47,1-69,3] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,64[1,41-2,14] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 27,7 [16,3-40,3] 
Month 6 15,4 [6,3-28,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS07: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Bulky 

disease 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

4.13.7 Merkmal: Bulky Erkrankung 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
Patients with events - n(%) 71 (56,3) 
95%-CI [47,2-65,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,04[1,48-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,9 [23,2-43,0] 
Month 6 20,7 [12,1-31,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS08: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: 

Double/Triple hit 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.8 Merkmal: Double/Triple-Hit 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
Patients with events - n(%) 7 (50,0) 
95%-CI [23,0-77,0] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,64[0,72-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 NE 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS08: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: 

Double/Triple hit 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
Patients with events - n(%) 65 (56,0) 
95%-CI [46,5-65,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,48-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,6 [24,3-45,1] 
Month 6 21,8 [12,7-32,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS09: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Transformed 

DLBCL 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. DLBCL = Diffuse large B-Cell 
Lymphoma. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.9 Merkmal: Transformation des DLBCL 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
Patients with events - n(%) 15 (62,5) 
95%-CI [40,6-81,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,64[0,92-2,30] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 18,6 [4,7-39,5] 
Month 6 18,6 [4,7-39,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS09: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Transformed 

DLBCL 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
Patients with events - n(%) 57 (53,8) 
95%-CI [43,8-63,5] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,45-2,99] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,9 [25,7-48,2] 
Month 6 20,9 [11,1-32,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS10: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
Patients with events - n(%) 23 (53,5) 
95%-CI [37,7-68,8] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,14[1,41-6,08] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 41,0 [24,5-56,9] 
Month 6 35,9 [19,3-52,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS10: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: B-Cell type 

PRO set 
 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
Patients with events - n(%) 12 (57,1) 
95%-CI [34,0-78,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,79[1,38-3,75] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 46,7 [22,1-68,1] 
Month 6 18,7 [3,3-43,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS11: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Maximal 

longest diameter 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.11 Merkmal: Maximaler längster Durchmesser 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
Patients with events - n(%) 41 (53,9) 
95%-CI [42,1-65,5] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,33[1,45-3,02] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,2 [24,2-50,1] 
Month 6 25,3 [13,3-39,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS11: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Maximal 

longest diameter 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
Patients with events - n(%) 23 (67,6) 
95%-CI [49,5-82,6] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,48[1,38-2,17] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,6 [13,9-47,3] 
Month 6 14,8 [4,0-32,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS11: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Maximal 

longest diameter 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FAD_PSTS11: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Maximal 

longest diameter 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Maximal longest 
diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FAD_PSTS12: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Primary 

disease diagnosis 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.12 Merkmal: Primärdiagnose 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
Patients with events - n(%) 61 (54,5) 
95%-CI [44,8-63,9] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,58-2,83] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 37,1 [26,4-47,9] 
Month 6 23,4 [13,7-34,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS12: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Primary 

disease diagnosis 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Primary disease 
diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
Patients with events - n(%) 8 (72,7) 
95%-CI [39,0-94,0] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,38[0,72-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 [NE-NE] 
Month 6 [NE-NE] 
Month 12 [NE-NE] 
Month 18 [NE-NE] 
Month 24 [NE-NE] 
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Table LT1FAD_PSTS13: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Number 

prior lines 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
Patients with events - n(%) 37 (62,7) 
95%-CI [49,1-75,0] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,64[1,41-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,5 [20,1-47,4] 
Month 6 20,7 [9,3-35,2] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS13: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Number 

prior lines 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
Patients with events - n(%) 14 (43,8) 
95%-CI [26,4-62,3] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,41-NE] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,8 [14,1-55,0] 
Month 6 33,8 [14,1-55,0] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS13: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Number 

prior lines 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
Patients with events - n(%) 21 (53,8) 
95%-CI [37,2-69,9] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,33[0,82-3,35] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 32,6 [15,4-51,0] 
Month 6 16,3 [4,4-34,8] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS14: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - first line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
Patients with events - n(%) 49 (53,3) 
95%-CI [42,6-63,7] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,14[1,48-2,83] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 35,6 [23,6-47,7] 
Month 6 22,2 [11,5-35,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS14: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - first line 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
Patients with events - n(%) 16 (72,7) 
95%-CI [49,8-89,3] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,45[0,72-2,10] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 19,7 [5,2-40,9] 
Month 6 13,1 [2,3-33,5] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS15: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - last line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
Patients with events - n(%) 23 (57,5) 
95%-CI [40,9-73,0] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,48[0,95-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 24,3 [10,1-41,9] 
Month 6 24,3 [10,1-41,9] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS15: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - last line 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
Patients with events - n(%) 43 (57,3) 
95%-CI [45,4-68,7] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,71[1,45-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 31,3 [19,0-44,4] 
Month 6 17,4 [7,7-30,3] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS16: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - any line 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
Patients with events - n(%) 16 (72,7) 
95%-CI [49,8-89,3] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 1,68[0,76-3,02] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 29,5 [11,4-50,3] 
Month 6 15,7 [3,2-37,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS16: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Response 

category - any line 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Response category - 
any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
Patients with events - n(%) 54 (51,9) 
95%-CI [41,9-61,8] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,48-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 34,4 [23,1-46,0] 
Month 6 22,4 [12,2-34,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS17: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Prior use 

of T-CART therapy 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.17 Merkmal: Vorherige CAR-T-Therapie 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set <10 
Subgroup level is not displayed due to few patients  
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Table LT1FAD_PSTS17: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Prior use 

of T-CART therapy 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Prior use of T-CART 
therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
Patients with events - n(%) 68 (55,7) 
95%-CI [46,5-64,7] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,04[1,48-2,33] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 33,6 [23,6-44,0] 
Month 6 20,5 [11,6-31,1] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS18: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Drug 

formulation 
PRO set 

 

 
__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

4.13.18 Merkmal: Arzneimittelformulierung 
 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
Patients with events - n(%) 20 (62,5) 
95%-CI [43,7-78,9] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,04[1,41-2,99] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 24,9 [9,2-44,4] 
Month 6 NE 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAD_PSTS18: Time to first increase in FACT-Lym question bothered by side effects by at least 1 point by subgroup: Drug 

formulation 
PRO set 

 

__________ 
Note: n = number of patients with events. 95% CI = 95% confidence intervals. NE = Not evaluable. 
PRO = patient reported outcome. 
Confidence interval for event rate: exact Clopper-Pearson method. 
Confidence interval for Median: Brookmeyer Crowley. 
Confidence interval for time point estimates: via log-log transformation of rates. 
Source Data: aqs_tte, created on: 10JAN2023 

 

 Time to first increase in FACT-Lym question bothered by side 
effects by at least 1 point by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
Patients with events - n(%) 52 (53,1) 
95%-CI [42,7-63,2] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point in months [95%-CI] 

 

Median 2,10[1,45-2,79] 
FACT-Lym question bothered by side effects - Time to increase 
by at least 1 point: 
Status at specific timepoints KM-estimate [95%-CI] 

 

Month 3 36,1 [24,6-47,8] 
Month 6 22,7 [12,5-34,6] 
Month 12 NE 
Month 18 NE 
Month 24 NE 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14 Subgruppenanalysen zum FACT-G GP5 (Veränderung gegenüber Studienbeginn) 

4.14.1 Merkmal Alter 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
Patients in analysis set 57 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 57 
Treated patients with non-missing values – n(%) 50 (87,7) 
Mean (SD) 0,76 (1,06) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 49 
Treated patients with non-missing values – n(%) 40 (81,6) 
Mean (SD) 0,30 (1,09) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 37 
Treated patients with non-missing values – n(%) 28 (75,7) 
Mean (SD) 0,43 (0,96) 
Median (Min – Max) 0,50 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 28 
Treated patients with non-missing values – n(%) 22 (78,6) 
Mean (SD) 0,77 (1,15) 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 18 (81,8) 
Mean (SD) 1,00 (1,14) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 1,23 (1,42) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 1,17 (1,19) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,11 (1,36) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 1,33 (1,21) 
Median (Min – Max) 1,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 5 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 1,67 (1,15) 
Median (Min – Max) 1,00 [1,00-3,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
< 65 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (66,7) 
Mean (SD) 0,82 (1,57) 
Median (Min – Max) 1,00 [-4,00-3,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
Patients in analysis set 53 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 49 (92,5) 
Mean (SD) 0,53 (0,94) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 48 
Treated patients with non-missing values – n(%) 41 (85,4) 
Mean (SD) 0,02 (0,99) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 34 
Treated patients with non-missing values – n(%) 27 (79,4) 
Mean (SD) 0,44 (1,25) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 22 (84,6) 
Mean (SD) 0,73 (1,24) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 17 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 15 (88,2) 
Mean (SD) 0,40 (0,63) 
Median (Min – Max) 0,00 [-1,00-1,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,50 (0,97) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 0,13 (0,83) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,83 (1,17) 
Median (Min – Max) 0,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,17 (1,17) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 6 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (1,53) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
65 to < 75 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,33 (1,53) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,33 (1,15) 
Median (Min – Max) 1,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 37 (69,8) 
Mean (SD) 0,70 (1,05) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
Patients in analysis set 20 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) 0,39 (0,70) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 0,31 (0,79) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 11 (73,3) 
Mean (SD) -0,09 (0,83) 
Median (Min – Max) 0,00 [-2,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 8 (61,5) 
Mean (SD) 0,63 (1,19) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 10 



Sobi Page 5521 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 0,88 (0,99) 
Median (Min – Max) 0,50 [0,00-2,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,83 (1,17) 
Median (Min – Max) 0,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,50 (0,58) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,00 (0,82) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 3 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

 
Age group:  
>= 75 years  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS01: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Age group 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Age group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 9 (45,0) 
Mean (SD) 0,89 (1,27) 
Median (Min – Max) 0,00 [0,00-3,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.2 Merkmal: Geschlecht 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
Patients in analysis set 53 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 53 
Treated patients with non-missing values – n(%) 43 (81,1) 
Mean (SD) 0,74 (1,05) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 46 
Treated patients with non-missing values – n(%) 33 (71,7) 
Mean (SD) 0,06 (1,03) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 36 
Treated patients with non-missing values – n(%) 25 (69,4) 
Mean (SD) 0,28 (1,17) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 28 
Treated patients with non-missing values – n(%) 17 (60,7) 
Mean (SD) 0,53 (1,07) 
Median (Min – Max) 0,00 [-1,00-3,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 23 
Treated patients with non-missing values – n(%) 18 (78,3) 
Mean (SD) 0,78 (0,94) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) 0,67 (1,23) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 0,47 (1,13) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 10 (62,5) 
Mean (SD) 0,90 (1,20) 
Median (Min – Max) 0,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 10 (71,4) 
Mean (SD) 0,40 (1,35) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 11 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 5 (45,5) 
Mean (SD) 0,40 (1,14) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 0,20 (1,10) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) 0,00 (0,82) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 



Sobi Page 5531 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Female  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 29 (54,7) 
Mean (SD) 0,76 (1,21) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
Patients in analysis set 77 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 77 
Treated patients with non-missing values – n(%) 74 (96,1) 
Mean (SD) 0,53 (0,91) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 70 
Treated patients with non-missing values – n(%) 64 (91,4) 
Mean (SD) 0,25 (0,99) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 50 
Treated patients with non-missing values – n(%) 41 (82,0) 
Mean (SD) 0,39 (1,02) 
Median (Min – Max) 0,00 [-2,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 39 
Treated patients with non-missing values – n(%) 35 (89,7) 
Mean (SD) 0,83 (1,22) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 26 



Sobi Page 5534 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) 0,74 (1,01) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 1,14 (1,23) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 0,90 (1,10) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,89 (1,17) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,83 (0,98) 
Median (Min – Max) 0,50 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 3 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (1,53) 
Median (Min – Max) 1,00 [0,00-3,00] 
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Table LT1FAC_PSHS02: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Sex 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Sex 

Loncastuximab tesirine 
Data-cut 1 

 
Sex:  
Male  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (71,4) 
Mean (SD) 0,78 (1,38) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.3 Merkmal: Ethnie 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
Patients in analysis set 115 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 115 
Treated patients with non-missing values – n(%) 103 (89,6) 
Mean (SD) 0,56 (0,89) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 104 
Treated patients with non-missing values – n(%) 86 (82,7) 
Mean (SD) 0,17 (0,95) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 74 
Treated patients with non-missing values – n(%) 57 (77,0) 
Mean (SD) 0,35 (1,09) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 56 
Treated patients with non-missing values – n(%) 42 (75,0) 
Mean (SD) 0,64 (1,06) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 41 
Treated patients with non-missing values – n(%) 34 (82,9) 
Mean (SD) 0,79 (0,95) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 30 
Treated patients with non-missing values – n(%) 24 (80,0) 
Mean (SD) 0,96 (1,23) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 24 
Treated patients with non-missing values – n(%) 20 (83,3) 
Mean (SD) 0,75 (1,12) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
Mean (SD) 1,13 (1,09) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 0,60 (1,24) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 13 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (53,8) 
Mean (SD) 0,86 (1,35) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) 0,33 (1,03) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 5 (50,0) 
Mean (SD) 0,00 (0,71) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 



Sobi Page 5544 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
White  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 73 (63,5) 
Mean (SD) 0,78 (1,19) 
Median (Min – Max) 1,00 [-2,00-4,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
Patients in analysis set 15 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,93 (1,38) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,27 (1,42) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,33 (1,00) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 1,10 (1,60) 
Median (Min – Max) 0,50 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 8 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 0,57 (1,13) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,60 (1,34) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,20 (1,10) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) -0,33 (0,58) 
Median (Min – Max) 0,00 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS03: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Race group 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Race group 

Loncastuximab tesirine 
Data-cut 1 

 
Race group:  
Non-white  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 11 (73,3) 
Mean (SD) 0,73 (2,05) 
Median (Min – Max) 1,00 [-4,00-3,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.4 Merkmal: Region-1 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
Patients in analysis set 51 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 46 (90,2) 
Mean (SD) 0,72 (1,09) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 45 
Treated patients with non-missing values – n(%) 39 (86,7) 
Mean (SD) 0,26 (1,33) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 33 
Treated patients with non-missing values – n(%) 25 (75,8) 
Mean (SD) 0,48 (1,23) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 27 
Treated patients with non-missing values – n(%) 21 (77,8) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 20 
Treated patients with non-missing values – n(%) 15 (75,0) 
Mean (SD) 0,93 (0,96) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) 1,15 (1,41) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,67 (1,32) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,43 (1,27) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,50 (1,73) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 5 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 31 (60,8) 
Mean (SD) 0,77 (1,28) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
Patients in analysis set 29 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 29 
Treated patients with non-missing values – n(%) 29 (100,0) 
Mean (SD) 0,76 (1,09) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 24 
Treated patients with non-missing values – n(%) 20 (83,3) 
Mean (SD) 0,00 (0,56) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 9 (56,3) 
Mean (SD) -0,33 (1,12) 
Median (Min – Max) 0,00 [-2,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,30 (0,82) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 10 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 0,22 (0,67) 
Median (Min – Max) 0,00 [-1,00-1,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 6 (85,7) 
Mean (SD) 0,33 (0,82) 
Median (Min – Max) 0,50 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,17 (1,17) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,67 (0,58) 
Median (Min – Max) 1,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) -0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
UK  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 23 (79,3) 
Mean (SD) 0,43 (1,56) 
Median (Min – Max) 0,00 [-4,00-3,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
Patients in analysis set 48 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 48 
Treated patients with non-missing values – n(%) 40 (83,3) 
Mean (SD) 0,38 (0,67) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 46 
Treated patients with non-missing values – n(%) 37 (80,4) 
Mean (SD) 0,22 (0,79) 
Median (Min – Max) 0,00 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 36 
Treated patients with non-missing values – n(%) 31 (86,1) 
Mean (SD) 0,45 (0,89) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 21 (80,8) 
Mean (SD) 0,67 (1,02) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 18 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,88 (1,09) 
Median (Min – Max) 1,00 [0,00-4,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,90 (1,20) 
Median (Min – Max) 1,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,90 (0,88) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 1,33 (1,12) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 1,14 (0,90) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 7 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 1,50 (1,29) 
Median (Min – Max) 1,50 [0,00-3,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,67 (1,15) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS04: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Country 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Country 

Loncastuximab tesirine 
Data-cut 1 

 
Country:  
Italy  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 28 (58,3) 
Mean (SD) 1,07 (1,15) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.5 Merkmal: Region-2 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
Patients in analysis set 51 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 51 
Treated patients with non-missing values – n(%) 46 (90,2) 
Mean (SD) 0,72 (1,09) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 45 
Treated patients with non-missing values – n(%) 39 (86,7) 
Mean (SD) 0,26 (1,33) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 33 
Treated patients with non-missing values – n(%) 25 (75,8) 
Mean (SD) 0,48 (1,23) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 27 
Treated patients with non-missing values – n(%) 21 (77,8) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 20 
Treated patients with non-missing values – n(%) 15 (75,0) 
Mean (SD) 0,93 (0,96) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) 1,15 (1,41) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,67 (1,32) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 7 (77,8) 
Mean (SD) 0,43 (1,27) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,50 (1,73) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 5 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 31 (60,8) 
Mean (SD) 0,77 (1,28) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
Patients in analysis set 79 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 79 
Treated patients with non-missing values – n(%) 71 (89,9) 
Mean (SD) 0,54 (0,88) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 71 
Treated patients with non-missing values – n(%) 58 (81,7) 
Mean (SD) 0,14 (0,71) 
Median (Min – Max) 0,00 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 53 
Treated patients with non-missing values – n(%) 41 (77,4) 
Mean (SD) 0,27 (0,98) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 40 
Treated patients with non-missing values – n(%) 31 (77,5) 
Mean (SD) 0,55 (0,96) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 29 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 26 (89,7) 
Mean (SD) 0,65 (0,98) 
Median (Min – Max) 0,50 [-1,00-4,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 0,69 (1,08) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,63 (1,02) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 1,17 (1,03) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,58 (1,08) 
Median (Min – Max) 0,50 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 9 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 1,20 (1,30) 
Median (Min – Max) 1,00 [0,00-3,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,50 (1,00) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS05: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Region 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Region 

Loncastuximab tesirine 
Data-cut 1 

 
Region:  
Non-USA  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 53 (67,1) 
Mean (SD) 0,77 (1,35) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.6 Merkmal: Krankheitsstadium nach Ann-Arbor 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
Patients in analysis set 10 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 10 
Treated patients with non-missing values – n(%) 8 (80,0) 
Mean (SD) 0,75 (1,04) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,33 (1,03) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 2 (40,0) 
Mean (SD) 1,00 (0,00) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 



Sobi Page 5584 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage I  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 4 (40,0) 
Mean (SD) 1,25 (2,06) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
Patients in analysis set 21 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,68 (1,06) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 20 
Treated patients with non-missing values – n(%) 18 (90,0) 
Mean (SD) -0,11 (0,96) 
Median (Min – Max) 0,00 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,36 (1,21) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,50 (1,35) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 9 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,67 (1,41) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,17 (1,94) 
Median (Min – Max) 0,50 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,80 (1,48) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,80 (1,48) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage II  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 13 (61,9) 
Mean (SD) 0,54 (0,97) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
Patients in analysis set 17 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,50 (0,82) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 0,43 (0,76) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,50 (1,08) 
Median (Min – Max) 1,00 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 9 (100,0) 
Mean (SD) 0,56 (0,88) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 7 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 0,86 (0,69) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage III  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,20 (1,10) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,20 (1,10) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,67 (1,15) 
Median (Min – Max) 1,00 [1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (2,12) 
Median (Min – Max) 1,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 12 (70,6) 
Mean (SD) 1,33 (1,56) 
Median (Min – Max) 2,00 [-2,00-3,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
Patients in analysis set 82 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 82 
Treated patients with non-missing values – n(%) 74 (90,2) 
Mean (SD) 0,59 (0,98) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 72 
Treated patients with non-missing values – n(%) 59 (81,9) 
Mean (SD) 0,20 (1,06) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 54 
Treated patients with non-missing values – n(%) 42 (77,8) 
Mean (SD) 0,31 (1,09) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 42 
Treated patients with non-missing values – n(%) 31 (73,8) 
Mean (SD) 0,84 (1,24) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 29 



Sobi Page 5598 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) 0,86 (0,83) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
Mean (SD) 0,88 (0,96) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,54 (0,97) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 10 (71,4) 
Mean (SD) 0,80 (1,03) 
Median (Min – Max) 0,50 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,44 (1,13) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 10 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 6 (60,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 0,40 (1,14) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS06: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Ann Arbor stage 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Ann Arbor stage 

Loncastuximab tesirine 
Data-cut 1 

 
Ann Arbor stage:  
Stage IV  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (67,1) 
Mean (SD) 0,67 (1,28) 
Median (Min – Max) 1,00 [-4,00-3,00] 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.7 Merkmal: Bulky Erkrankung 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
Patients in analysis set 126 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 126 
Treated patients with non-missing values – n(%) 114 (90,5) 
Mean (SD) 0,61 (0,97) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 113 
Treated patients with non-missing values – n(%) 95 (84,1) 
Mean (SD) 0,19 (1,01) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 85 
Treated patients with non-missing values – n(%) 66 (77,6) 
Mean (SD) 0,35 (1,07) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 66 
Treated patients with non-missing values – n(%) 51 (77,3) 
Mean (SD) 0,75 (1,18) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 49 
Treated patients with non-missing values – n(%) 41 (83,7) 
Mean (SD) 0,76 (0,97) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 36 
Treated patients with non-missing values – n(%) 29 (80,6) 
Mean (SD) 0,90 (1,23) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 29 
Treated patients with non-missing values – n(%) 25 (86,2) 
Mean (SD) 0,64 (1,11) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 25 
Treated patients with non-missing values – n(%) 19 (76,0) 
Mean (SD) 0,89 (1,15) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 20 
Treated patients with non-missing values – n(%) 16 (80,0) 
Mean (SD) 0,56 (1,21) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 14 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 8 (57,1) 
Mean (SD) 0,75 (1,28) 
Median (Min – Max) 0,50 [-1,00-3,00] 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 7 (63,6) 
Mean (SD) 0,29 (0,95) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 6 (54,5) 
Mean (SD) 0,17 (0,75) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS07: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Bulky disease 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Bulky disease 

Loncastuximab tesirine 
Data-cut 1 

 
Bulky disease:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 83 (65,9) 
Mean (SD) 0,77 (1,33) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.8 Merkmal: Double/Triple-Hit 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
Patients in analysis set 14 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,58 (0,79) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 0,50 (1,35) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,33 (0,82) 
Median (Min – Max) 0,50 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,75 (1,50) 
Median (Min – Max) 0,00 [0,00-3,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 1,75 (0,50) 
Median (Min – Max) 2,00 [1,00-2,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 1,33 (1,53) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (0,00) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
Yes  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (50,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-3,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
Patients in analysis set 116 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 116 
Treated patients with non-missing values – n(%) 105 (90,5) 
Mean (SD) 0,61 (0,99) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 104 
Treated patients with non-missing values – n(%) 87 (83,7) 
Mean (SD) 0,15 (0,96) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 78 
Treated patients with non-missing values – n(%) 60 (76,9) 
Mean (SD) 0,35 (1,10) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 60 
Treated patients with non-missing values – n(%) 48 (80,0) 
Mean (SD) 0,73 (1,16) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 43 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 37 (86,0) 
Mean (SD) 0,65 (0,95) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 31 
Treated patients with non-missing values – n(%) 26 (83,9) 
Mean (SD) 0,85 (1,22) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) 0,61 (1,16) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 17 (77,3) 
Mean (SD) 0,94 (1,20) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 0,60 (1,24) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 12 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (58,3) 
Mean (SD) 0,71 (1,38) 
Median (Min – Max) 0,00 [-1,00-3,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,17 (0,98) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS08: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Double/Triple hit 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Double/Triple hit 

Loncastuximab tesirine 
Data-cut 1 

 
Double/Triple hit:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 77 (66,4) 
Mean (SD) 0,75 (1,35) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.9 Merkmal: Transformation des DLBCL 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
Patients in analysis set 24 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 24 
Treated patients with non-missing values – n(%) 23 (95,8) 
Mean (SD) 0,57 (1,12) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,11 (0,88) 
Median (Min – Max) 0,00 [-2,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 14 (87,5) 
Mean (SD) 0,71 (1,20) 
Median (Min – Max) 0,50 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 1,30 (1,34) 
Median (Min – Max) 1,00 [0,00-4,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 0,50 (0,85) 
Median (Min – Max) 0,50 [-1,00-2,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,00 (0,71) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,00 (0,71) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,60 (1,52) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (1,15) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 3 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (1,15) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
Transformed  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 16 (66,7) 
Mean (SD) 0,69 (1,74) 
Median (Min – Max) 0,50 [-4,00-4,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
Patients in analysis set 106 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 106 
Treated patients with non-missing values – n(%) 94 (88,7) 
Mean (SD) 0,62 (0,93) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 95 
Treated patients with non-missing values – n(%) 78 (82,1) 
Mean (SD) 0,21 (1,04) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 70 
Treated patients with non-missing values – n(%) 52 (74,3) 
Mean (SD) 0,25 (1,03) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 54 
Treated patients with non-missing values – n(%) 42 (77,8) 
Mean (SD) 0,60 (1,11) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 39 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 31 (79,5) 
Mean (SD) 0,84 (1,00) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 31 
Treated patients with non-missing values – n(%) 24 (77,4) 
Mean (SD) 1,08 (1,25) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 24 
Treated patients with non-missing values – n(%) 20 (83,3) 
Mean (SD) 0,80 (1,15) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 20 
Treated patients with non-missing values – n(%) 14 (70,0) 
Mean (SD) 1,00 (1,04) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) 0,54 (1,27) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 11 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. DLBCL = Diffuse large B-Cell Lymphoma. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 5 (45,5) 
Mean (SD) 0,60 (1,52) 
Median (Min – Max) 0,00 [-1,00-3,00] 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

 
Transformed DLBCL:  
De novo  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 4 (50,0) 
Mean (SD) 0,00 (0,82) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 3 (37,5) 
Mean (SD) 0,00 (1,00) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 1 (25,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS09: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Transformed DLBCL 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Transformed DLBCL 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 68 (64,2) 
Mean (SD) 0,79 (1,22) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.10 Merkmal: Keimfähige B-Zellen und aktivierte B-Zellen 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
Patients in analysis set 43 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 43 
Treated patients with non-missing values – n(%) 40 (93,0) 
Mean (SD) 0,50 (0,78) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 40 
Treated patients with non-missing values – n(%) 34 (85,0) 
Mean (SD) 0,18 (0,76) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 30 
Treated patients with non-missing values – n(%) 23 (76,7) 
Mean (SD) 0,26 (0,96) 
Median (Min – Max) 0,00 [-2,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 27 
Treated patients with non-missing values – n(%) 21 (77,8) 
Mean (SD) 1,00 (1,38) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 



Sobi Page 5638 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 0,69 (1,25) 
Median (Min – Max) 0,50 [-1,00-4,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,85 (1,46) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 13 (92,9) 
Mean (SD) 0,62 (1,39) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,89 (1,36) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 0,57 (1,51) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 4 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Germinal center B-cell  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 1 (25,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 30 (69,8) 
Mean (SD) 0,83 (1,29) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
Patients in analysis set 21 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 21 
Treated patients with non-missing values – n(%) 20 (95,2) 
Mean (SD) 0,65 (0,88) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 16 (88,9) 
Mean (SD) 0,00 (0,89) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 13 (81,3) 
Mean (SD) 0,46 (1,05) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 11 (91,7) 
Mean (SD) 0,18 (0,60) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 9 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 8 (88,9) 
Mean (SD) 0,50 (0,76) 
Median (Min – Max) 0,00 [0,00-2,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,60 (0,89) 
Median (Min – Max) 1,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,33 (1,15) 
Median (Min – Max) 1,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (1,00) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (1,53) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 3 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (2,83) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS10: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: B-Cell type 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: B-Cell type 

Loncastuximab tesirine 
Data-cut 1 

 
B-cell type:  
Activated B-cell  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 14 (66,7) 
Mean (SD) 0,64 (1,01) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.11 Merkmal: Maximaler längster Durchmesser 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
Patients in analysis set 76 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 76 
Treated patients with non-missing values – n(%) 69 (90,8) 
Mean (SD) 0,62 (1,09) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 69 
Treated patients with non-missing values – n(%) 59 (85,5) 
Mean (SD) 0,19 (0,99) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 57 
Treated patients with non-missing values – n(%) 46 (80,7) 
Mean (SD) 0,33 (1,16) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 43 
Treated patients with non-missing values – n(%) 36 (83,7) 
Mean (SD) 0,64 (1,10) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 0,66 (0,77) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 25 
Treated patients with non-missing values – n(%) 22 (88,0) 
Mean (SD) 0,86 (1,08) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,53 (0,90) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 0,80 (1,15) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 11 (84,6) 
Mean (SD) 0,64 (1,21) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 11 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (63,6) 
Mean (SD) 1,00 (1,15) 
Median (Min – Max) 1,00 [0,00-3,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,50 (0,84) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 0,40 (0,55) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
<= 5 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 48 (63,2) 
Mean (SD) 0,77 (1,53) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
Patients in analysis set 34 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 34 
Treated patients with non-missing values – n(%) 33 (97,1) 
Mean (SD) 0,61 (0,79) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 32 
Treated patients with non-missing values – n(%) 29 (90,6) 
Mean (SD) 0,17 (1,07) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 16 (84,2) 
Mean (SD) 0,63 (0,81) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 12 (75,0) 
Mean (SD) 1,17 (1,34) 
Median (Min – Max) 1,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 12 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 10 (83,3) 
Mean (SD) 1,10 (1,45) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 7 (87,5) 
Mean (SD) 1,00 (1,73) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,00 (1,67) 
Median (Min – Max) 1,50 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,25 (1,26) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,40 (1,34) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
>5 - <= 7,5 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) -1,00 (NE) 
Median (Min – Max) -1,00 [-1,00--1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 27 (79,4) 
Mean (SD) 0,85 (1,06) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
Patients in analysis set 9 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,17 (0,41) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 3 (42,9) 
Mean (SD) -0,33 (0,58) 
Median (Min – Max) 0,00 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 2 (33,3) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 7,5 cm - <= 10 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 3 (33,3) 
Mean (SD) 0,67 (1,15) 
Median (Min – Max) 0,00 [0,00-2,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
Patients in analysis set 7 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 7 
Treated patients with non-missing values – n(%) 7 (100,0) 
Mean (SD) 0,86 (0,90) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS11: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Maximal longest diameter 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Maximal longest diameter 

Loncastuximab tesirine 
Data-cut 1 

 
Maximal longest diameter:  
> 10 cm  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 5 (71,4) 
Mean (SD) 0,60 (0,55) 
Median (Min – Max) 1,00 [0,00-1,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.12 Merkmal: Primärdiagnose 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
Patients in analysis set 112 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 112 
Treated patients with non-missing values – n(%) 102 (91,1) 
Mean (SD) 0,62 (0,98) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 101 
Treated patients with non-missing values – n(%) 86 (85,1) 
Mean (SD) 0,12 (0,95) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 78 
Treated patients with non-missing values – n(%) 60 (76,9) 
Mean (SD) 0,32 (1,11) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 60 
Treated patients with non-missing values – n(%) 49 (81,7) 
Mean (SD) 0,71 (1,15) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 43 
Treated patients with non-missing values – n(%) 37 (86,0) 
Mean (SD) 0,65 (0,95) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 31 
Treated patients with non-missing values – n(%) 26 (83,9) 
Mean (SD) 0,85 (1,22) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 23 (88,5) 
Mean (SD) 0,61 (1,16) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 17 (77,3) 
Mean (SD) 0,94 (1,20) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 15 (83,3) 
Mean (SD) 0,60 (1,24) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 12 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (58,3) 
Mean (SD) 0,71 (1,38) 
Median (Min – Max) 0,00 [-1,00-3,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 0,17 (0,98) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 0,20 (0,84) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
DBLCL NOS  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 73 (65,2) 
Mean (SD) 0,74 (1,31) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
Patients in analysis set 11 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,40 (0,70) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 9 (90,0) 
Mean (SD) 0,67 (1,32) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 5 (83,3) 
Mean (SD) 0,60 (0,55) 
Median (Min – Max) 1,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 1,00 (1,73) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 6 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 1,75 (0,50) 
Median (Min – Max) 2,00 [1,00-2,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 1,33 (1,53) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (0,00) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

 
Primary disease diagnosis:  
HGBL  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS12: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Primary disease diagnosis 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Primary disease diagnosis 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 1,00 (0,93) 
Median (Min – Max) 1,00 [0,00-3,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.13 Merkmal: Anzahl der vorherigen systemischen Therapien 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
Patients in analysis set 59 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 59 
Treated patients with non-missing values – n(%) 56 (94,9) 
Mean (SD) 0,55 (0,89) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 52 
Treated patients with non-missing values – n(%) 45 (86,5) 
Mean (SD) 0,16 (0,98) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 38 
Treated patients with non-missing values – n(%) 27 (71,1) 
Mean (SD) 0,11 (1,12) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 29 
Treated patients with non-missing values – n(%) 22 (75,9) 
Mean (SD) 0,45 (0,80) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 17 (77,3) 
Mean (SD) 0,53 (0,72) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 0,60 (0,91) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 16 
Treated patients with non-missing values – n(%) 15 (93,8) 
Mean (SD) 0,47 (0,83) 
Median (Min – Max) 1,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,90 (0,88) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,30 (0,95) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 7 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,75 (0,96) 
Median (Min – Max) 0,50 [0,00-2,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 4 (66,7) 
Mean (SD) 0,50 (1,00) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 3 (75,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
2 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 38 (64,4) 
Mean (SD) 1,11 (1,20) 
Median (Min – Max) 1,00 [-2,00-3,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
Patients in analysis set 32 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 28 (87,5) 
Mean (SD) 0,50 (0,92) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 30 
Treated patients with non-missing values – n(%) 24 (80,0) 
Mean (SD) 0,21 (1,02) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 17 (81,0) 
Mean (SD) 0,59 (1,18) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 14 (93,3) 
Mean (SD) 1,36 (1,78) 
Median (Min – Max) 0,50 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 10 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 10 (100,0) 
Mean (SD) 1,20 (1,40) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 1,67 (1,75) 
Median (Min – Max) 1,50 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,75 (1,71) 
Median (Min – Max) 0,50 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,00 (1,83) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (1,15) 
Median (Min – Max) 2,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,50 (2,12) 
Median (Min – Max) 1,50 [0,00-3,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
3 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 1,00 (NE) 
Median (Min – Max) 1,00 [1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 19 (59,4) 
Mean (SD) 0,47 (1,12) 
Median (Min – Max) 0,00 [-2,00-3,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
Patients in analysis set 39 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 39 
Treated patients with non-missing values – n(%) 33 (84,6) 
Mean (SD) 0,79 (1,11) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 34 
Treated patients with non-missing values – n(%) 28 (82,4) 
Mean (SD) 0,21 (1,07) 
Median (Min – Max) 0,00 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 27 
Treated patients with non-missing values – n(%) 22 (81,5) 
Mean (SD) 0,45 (0,91) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 23 
Treated patients with non-missing values – n(%) 16 (69,6) 
Mean (SD) 0,56 (0,73) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 17 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 14 (82,4) 
Mean (SD) 0,71 (0,83) 
Median (Min – Max) 0,50 [0,00-2,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,88 (1,25) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 6 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 0,80 (1,30) 
Median (Min – Max) 0,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,67 (2,08) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 5 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (40,0) 
Mean (SD) 0,00 (1,41) 
Median (Min – Max) 0,00 [-1,00-1,00] 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

 
Number prior lines:  
> 3 lines  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (1,41) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) -0,50 (0,71) 
Median (Min – Max) -0,50 [-1,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 0 (0,0) 
Mean (SD)  
Median (Min – Max)  
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS13: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Number prior lines 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Number prior lines 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 27 (69,2) 
Mean (SD) 0,52 (1,53) 
Median (Min – Max) 0,00 [-4,00-4,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.14 Merkmal: Ansprechkategorie auf die vorherige systemische Erstlinientherapie 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
Patients in analysis set 92 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 92 
Treated patients with non-missing values – n(%) 82 (89,1) 
Mean (SD) 0,65 (1,02) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 86 
Treated patients with non-missing values – n(%) 70 (81,4) 
Mean (SD) 0,09 (0,99) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 66 
Treated patients with non-missing values – n(%) 51 (77,3) 
Mean (SD) 0,27 (1,17) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 49 
Treated patients with non-missing values – n(%) 39 (79,6) 
Mean (SD) 0,72 (1,23) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 34 
Treated patients with non-missing values – n(%) 31 (91,2) 
Mean (SD) 0,74 (1,00) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 22 (84,6) 
Mean (SD) 0,77 (1,23) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 23 
Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 0,62 (1,16) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 1,07 (1,22) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 14 
Treated patients with non-missing values – n(%) 12 (85,7) 
Mean (SD) 0,67 (1,37) 
Median (Min – Max) 0,50 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 9 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 1,00 (1,58) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (1,26) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (0,96) 
Median (Min – Max) 0,50 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 57 (62,0) 
Mean (SD) 0,61 (1,32) 
Median (Min – Max) 0,00 [-4,00-4,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
Patients in analysis set 22 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 21 (95,5) 
Mean (SD) 0,48 (0,75) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 17 (94,4) 
Mean (SD) 0,41 (1,12) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 8 (66,7) 
Mean (SD) 0,63 (0,52) 
Median (Min – Max) 1,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 8 (72,7) 
Mean (SD) 0,88 (0,83) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 8 



Sobi Page 5706 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 4 (50,0) 
Mean (SD) 0,50 (0,58) 
Median (Min – Max) 0,50 [0,00-1,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 3 (60,0) 
Mean (SD) 1,33 (1,53) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 2 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (50,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - first line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS14: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - first line 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - first line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 17 (77,3) 
Mean (SD) 1,29 (1,10) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.15 Merkmal: Ansprechkategorie auf die letzte vorherige systemische Therapie 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
Patients in analysis set 40 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 40 
Treated patients with non-missing values – n(%) 35 (87,5) 
Mean (SD) 0,40 (0,74) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 37 
Treated patients with non-missing values – n(%) 29 (78,4) 
Mean (SD) 0,52 (0,69) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 32 
Treated patients with non-missing values – n(%) 25 (78,1) 
Mean (SD) 0,56 (1,33) 
Median (Min – Max) 0,00 [-2,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 25 
Treated patients with non-missing values – n(%) 18 (72,0) 
Mean (SD) 0,78 (1,35) 
Median (Min – Max) 0,00 [-1,00-4,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 18 
Treated patients with non-missing values – n(%) 14 (77,8) 
Mean (SD) 0,86 (0,77) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 10 (66,7) 
Mean (SD) 0,60 (1,17) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 10 (76,9) 
Mean (SD) 0,20 (0,79) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 8 (66,7) 
Mean (SD) 1,00 (1,07) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 10 
Treated patients with non-missing values – n(%) 7 (70,0) 
Mean (SD) 0,43 (1,27) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 9 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 0,80 (1,64) 
Median (Min – Max) 0,00 [-1,00-3,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (1,26) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 3 (42,9) 
Mean (SD) 0,33 (1,15) 
Median (Min – Max) 1,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (55,0) 
Mean (SD) 0,86 (1,52) 
Median (Min – Max) 0,50 [-2,00-4,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
Patients in analysis set 75 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 75 
Treated patients with non-missing values – n(%) 70 (93,3) 
Mean (SD) 0,70 (1,08) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 64 
Treated patients with non-missing values – n(%) 56 (87,5) 
Mean (SD) 0,00 (1,06) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 43 
Treated patients with non-missing values – n(%) 34 (79,1) 
Mean (SD) 0,24 (0,92) 
Median (Min – Max) 0,00 [-3,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 33 
Treated patients with non-missing values – n(%) 28 (84,8) 
Mean (SD) 0,86 (1,11) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 23 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 21 (91,3) 
Mean (SD) 0,71 (1,15) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 15 
Treated patients with non-missing values – n(%) 15 (100,0) 
Mean (SD) 0,93 (1,33) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 13 
Treated patients with non-missing values – n(%) 13 (100,0) 
Mean (SD) 0,92 (1,32) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 10 (90,9) 
Mean (SD) 0,90 (1,29) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,75 (1,28) 
Median (Min – Max) 0,50 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 3 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 2 (66,7) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS15: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - last line 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - last line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - last line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 55 (73,3) 
Mean (SD) 0,69 (1,26) 
Median (Min – Max) 1,00 [-4,00-3,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.16 Merkmal: Ansprechkategorie auf eine beliebige vorherige systemische Therapie 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
Patients in analysis set 22 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 22 
Treated patients with non-missing values – n(%) 22 (100,0) 
Mean (SD) 0,45 (0,74) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 17 (100,0) 
Mean (SD) 0,18 (0,88) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 12 
Treated patients with non-missing values – n(%) 9 (75,0) 
Mean (SD) 0,44 (0,53) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 9 (81,8) 
Mean (SD) 0,78 (0,83) 
Median (Min – Max) 1,00 [0,00-2,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 8 
Treated patients with non-missing values – n(%) 5 (62,5) 
Mean (SD) 0,20 (0,45) 
Median (Min – Max) 0,00 [0,00-1,00] 



Sobi Page 5725 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 4 (80,0) 
Mean (SD) 1,25 (1,26) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 1,00 (1,41) 
Median (Min – Max) 1,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 2 
Treated patients with non-missing values – n(%) 2 (100,0) 
Mean (SD) 0,50 (0,71) 
Median (Min – Max) 0,50 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Relapse  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 19 (86,4) 
Mean (SD) 1,16 (1,12) 
Median (Min – Max) 1,00 [-1,00-3,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
Patients in analysis set 104 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 104 
Treated patients with non-missing values – n(%) 91 (87,5) 
Mean (SD) 0,63 (1,00) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 96 
Treated patients with non-missing values – n(%) 77 (80,2) 
Mean (SD) 0,13 (0,98) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 73 
Treated patients with non-missing values – n(%) 56 (76,7) 
Mean (SD) 0,32 (1,15) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 55 
Treated patients with non-missing values – n(%) 43 (78,2) 
Mean (SD) 0,72 (1,24) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 40 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 35 (87,5) 
Mean (SD) 0,80 (0,99) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 30 
Treated patients with non-missing values – n(%) 24 (80,0) 
Mean (SD) 0,83 (1,27) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 22 (84,6) 
Mean (SD) 0,59 (1,14) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
Mean (SD) 1,00 (1,21) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) 0,62 (1,33) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 12 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 6 (50,0) 
Mean (SD) 0,83 (1,47) 
Median (Min – Max) 0,50 [-1,00-3,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 5 (55,6) 
Mean (SD) 0,20 (1,10) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 9 
Treated patients with non-missing values – n(%) 4 (44,4) 
Mean (SD) 0,25 (0,96) 
Median (Min – Max) 0,50 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 3 (50,0) 
Mean (SD) 0,33 (0,58) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 1 (33,3) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS16: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Response category - any line 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Response category - any line 

Loncastuximab tesirine 
Data-cut 1 

 
Response category - any line:  
Refractory  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 62 (59,6) 
Mean (SD) 0,66 (1,32) 
Median (Min – Max) 0,50 [-4,00-4,00] 

 



Sobi Page 5736 of 5758 
Value Dossier Analysis: ADCT-402-201 Program Name: LT1FAC_HS.sas 
Data Cut Date: 06Apr2020 Run Date: 13JAN2023:16:43:21 

 
Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.17 Merkmal: Vorherige CAR-T-Therapie 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
Patients in analysis set 8 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 8 
Treated patients with non-missing values – n(%) 8 (100,0) 
Mean (SD) 0,75 (0,89) 
Median (Min – Max) 0,50 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 6 
Treated patients with non-missing values – n(%) 6 (100,0) 
Mean (SD) 0,50 (1,64) 
Median (Min – Max) 0,50 [-2,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,25 (1,26) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 0,50 (1,00) 
Median (Min – Max) 0,00 [0,00-2,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (1,53) 
Median (Min – Max) 1,00 [-1,00-2,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
Yes  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 0,67 (2,08) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (2,00) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,00 (2,00) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 1 
Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 6 (75,0) 
Mean (SD) 0,67 (1,21) 
Median (Min – Max) 0,00 [0,00-3,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
Patients in analysis set 122 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 122 
Treated patients with non-missing values – n(%) 109 (89,3) 
Mean (SD) 0,60 (0,97) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 110 
Treated patients with non-missing values – n(%) 91 (82,7) 
Mean (SD) 0,16 (0,96) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 82 
Treated patients with non-missing values – n(%) 62 (75,6) 
Mean (SD) 0,35 (1,07) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 63 
Treated patients with non-missing values – n(%) 48 (76,2) 
Mean (SD) 0,75 (1,19) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 46 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 38 (82,6) 
Mean (SD) 0,76 (0,94) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 33 
Treated patients with non-missing values – n(%) 26 (78,8) 
Mean (SD) 0,92 (1,16) 
Median (Min – Max) 1,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 26 
Treated patients with non-missing values – n(%) 22 (84,6) 
Mean (SD) 0,59 (1,01) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 22 
Treated patients with non-missing values – n(%) 16 (72,7) 
Mean (SD) 0,88 (1,02) 
Median (Min – Max) 1,00 [0,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 19 
Treated patients with non-missing values – n(%) 15 (78,9) 
Mean (SD) 0,40 (1,06) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 14 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 8 (57,1) 
Mean (SD) 0,75 (1,28) 
Median (Min – Max) 0,50 [-1,00-3,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 7 (63,6) 
Mean (SD) 0,29 (0,95) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 6 (54,5) 
Mean (SD) 0,17 (0,75) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS17: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Prior use of T-CART therapy 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Prior use of T-CART therapy 

Loncastuximab tesirine 
Data-cut 1 

 
Prior use of T-CART therapy:  
No  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 78 (63,9) 
Mean (SD) 0,78 (1,34) 
Median (Min – Max) 1,00 [-4,00-4,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

4.14.18 Merkmal: Arzneimittelformulierung 
 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
Patients in analysis set 32 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 32 
Treated patients with non-missing values – n(%) 30 (93,8) 
Mean (SD) 0,27 (0,58) 
Median (Min – Max) 0,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 28 
Treated patients with non-missing values – n(%) 26 (92,9) 
Mean (SD) 0,23 (0,71) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 19 (90,5) 
Mean (SD) 0,53 (0,84) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 16 (94,1) 
Mean (SD) 0,75 (1,13) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 11 (100,0) 
Mean (SD) 1,09 (1,14) 
Median (Min – Max) 1,00 [0,00-4,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,60 (1,34) 
Median (Min – Max) 1,00 [1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 5 
Treated patients with non-missing values – n(%) 5 (100,0) 
Mean (SD) 1,40 (0,89) 
Median (Min – Max) 1,00 [1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 4 (100,0) 
Mean (SD) 1,75 (0,96) 
Median (Min – Max) 1,50 [1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 3 
Treated patients with non-missing values – n(%) 3 (100,0) 
Mean (SD) 1,33 (1,15) 
Median (Min – Max) 2,00 [0,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 3,00 (NE) 
Median (Min – Max) 3,00 [3,00-3,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Frozen liquid  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 22 (68,8) 
Mean (SD) 1,09 (1,11) 
Median (Min – Max) 1,00 [-1,00-4,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
Patients in analysis set 98 
FACT-Lym question bothered by side effects Baseline 
Treated patients at visit 98 
Treated patients with non-missing values – n(%) 87 (88,8) 
Mean (SD) 0,72 (1,04) 
Median (Min – Max) 0,00 [0,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 2 Day 1 

Treated patients at visit 88 
Treated patients with non-missing values – n(%) 71 (80,7) 
Mean (SD) 0,17 (1,10) 
Median (Min – Max) 0,00 [-3,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 3 Day 1 

Treated patients at visit 65 
Treated patients with non-missing values – n(%) 47 (72,3) 
Mean (SD) 0,28 (1,16) 
Median (Min – Max) 0,00 [-3,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 4 Day 1 

Treated patients at visit 50 
Treated patients with non-missing values – n(%) 36 (72,0) 
Mean (SD) 0,72 (1,21) 
Median (Min – Max) 0,00 [-1,00-4,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 5 Day 1 

Treated patients at visit 38 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 30 (78,9) 
Mean (SD) 0,63 (0,89) 
Median (Min – Max) 0,50 [-1,00-2,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 6 Day 1 

Treated patients at visit 31 
Treated patients with non-missing values – n(%) 24 (77,4) 
Mean (SD) 0,75 (1,19) 
Median (Min – Max) 1,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 7 Day 1 

Treated patients at visit 24 
Treated patients with non-missing values – n(%) 20 (83,3) 
Mean (SD) 0,45 (1,10) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 8 Day 1 

Treated patients at visit 21 
Treated patients with non-missing values – n(%) 15 (71,4) 
Mean (SD) 0,67 (1,11) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 9 Day 1 

Treated patients at visit 17 
Treated patients with non-missing values – n(%) 13 (76,5) 
Mean (SD) 0,38 (1,19) 
Median (Min – Max) 0,00 [-1,00-3,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 10 Day 1 

Treated patients at visit 13 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 7 (53,8) 
Mean (SD) 0,43 (0,98) 
Median (Min – Max) 0,00 [-1,00-2,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 11 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 7 (63,6) 
Mean (SD) 0,29 (0,95) 
Median (Min – Max) 0,00 [-1,00-2,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 12 Day 1 

Treated patients at visit 11 
Treated patients with non-missing values – n(%) 6 (54,5) 
Mean (SD) 0,17 (0,75) 
Median (Min – Max) 0,00 [-1,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 13 Day 1 

Treated patients at visit 7 
Treated patients with non-missing values – n(%) 4 (57,1) 
Mean (SD) 0,25 (0,50) 
Median (Min – Max) 0,00 [0,00-1,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 14 Day 1 

Treated patients at visit 4 
Treated patients with non-missing values – n(%) 2 (50,0) 
Mean (SD) 0,00 (0,00) 
Median (Min – Max) 0,00 [0,00-0,00] 
 
FACT-Lym question bothered by side effects - Change from 
baseline 

Cycle 15 Day 1 

Treated patients at visit 1 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

 
__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

Treated patients with non-missing values – n(%) 1 (100,0) 
Mean (SD) 0,00 (NE) 
Median (Min – Max) 0,00 [0,00-0,00] 
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Table LT1FAC_PSHS18: FACT-Lym question bothered by side effects - Change from Baseline by subgroup: Drug formulation 

PRO set 
 

__________ 
Note: SD = Standard deviation. NE = Not evaluable. EoT = End of treatment. 
PRO = patient reported outcome. 
Source Data: aqs, created on: 10JAN2023 

 

 FACT-Lym question bothered by side effects - Change from 
Baseline by subgroup: Drug formulation 

Loncastuximab tesirine 
Data-cut 1 

 
Drug formulation:  
Lyophilized  
FACT-Lym question bothered by side effects - Change from 
baseline 

EOT 

Treated patients at visit NE 
Treated patients with non-missing values – n(%) 62 (63,3) 
Mean (SD) 0,66 (1,38) 
Median (Min – Max) 0,50 [-4,00-3,00] 
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